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A. Action Requested 

On behalf of Environmental Defense, the American Academy of Pediatrics, the 
American Public Health Association, and the Union of Concerned Scientists (hereinafter 
referred to as the Petitioners),’ the undersigned submits this petition2 under section 
512(e) of the Federal Food, Drug, and Cosmetic Act (FDCA) to request the 
Commissioner to withdraw approvals for herdwide/flockwide uses of the below-listed 
antibiotics3 in chicken, swine, and beef cattle for purposes of growth promotion 
(including weight gain and feed efficiency) and disease prevention and control (except for 
non-routine use where a bacterial infection has been diagnosed within a herd or flock): 

l Penicillins (natural penicillins, penase resistant penicillins,4 antipseudomonal 
penicillins, and aminopenicillins) 

l Tetracyclines 
l Aminoglycosides 
0 Streptogramins 
l Macrolides 
l Lincomycin 
l Sulfonamides 

’ See Appendix 1 for descriptions of the Petitioners. 
2 This petition follows the format required by FDA’s regulations governing Citizen Petitions. See 21 
C.F.R. 10.30. Available at www.accessdata.fda.g.ov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?FR=10.30 
(accessed Apr. 5,200s). 
3 While antibiotics are technically a subset of antimicrobials, this petition uses the term “antibiotic” as 
synonymous with the more technical term “antimicrobial” because the latter is not used in general parlance. 
4 Also referred to as penicillinase-resistant penicillins. 



Specifically, we request that the Commissioner promptly initiate and conclude 
proceedings to rescind or amend existing approvals covering the drug uses specified in the 
Addendum to this Petition5 

The requested actions are consistent with the criteria set forth in Guidance #152, issued 
by the Food and Drug Administration (FDA) on October 23, 2003,6 and with the 
positions of numerous public health and medical experts. As the first line of the 
Guidance notes, that document lays out a “recommended approach for assessing the 
safety” of agricultural antibiotics with regard to antibiotic resistance. 

The drugs covered by this Petition meet both of two criteria. First, they are designated 
(individually or as a member of a drug class) as a “critically important” or “highly 
important” antibiotic under the Guidance. Second, they are approved for use in chicken, 
swine, or beef cattle for growth promotion (including weight gain and feed efficiency), 
disease prevention, or disease control. However, Petitioners do not seek withdrawal of 
disease prevention or disease control uses where a drug is administered to individual 
animals, or to select groups or pens of animals,7 or where a drug is administered in 
response to a diagnosed outbreak of bacterial disease within a building, house, or feedlot. 
Insofar as withdrawal of existing approvals would bar uses of these prevention/control 
uses, Petitioners request that FDA instead amend the approvals to permit only disease 
prevention/control that involves administration to an individual animal, or to select 
groups or pens of animals, or in response to a diagnosed outbreak of bacterial disease 
within a building, house, or feedlot. It is important to note that this Petition does not 
cover any uses of any drugs for disease treatment. 

While the Guidance would encompass additional use restrictions beyond those covered in 
this Petition, we believe that the Petition covers the most clear-cut examples of 
inappropriate use on which FDA should take immediate action. This is because the uses 
covered by the Petition account for the greatest volumes of uses of medically important 
antibiotics, and because elimination of these uses can most readily be accomplished. 
Indeed, other nations - notably Denmark, the world’s largest exporter of pork - have 
already done so, and high-volume meat purchasers in the U.S. are increasingly seeking 
meats produced without routine use of antibiotics (see next section below). 

Though not a basis for this petition per se, it is noteworthy that FDA has never 
determined that the existing herdwideiflockwide uses covered by this Petition meet 
modern scientific standards for safety with regard to antibiotic resistance. These uses 

5 For some of the drug uses covered by the petition, FDA initiated proceedings in the mid-1970s, but to 
date has not taken final action with regard to those proceedings and they remain pending. See Appendix 3 
and materials cited therein. 
6 Guidance for Industry #152, Guidance on Evaluating the Safety of Antimicrobial New Animal Drugs 
with regard to their Microbiological Effects on Bacteria of Human Health Concern, Oct. 23,2003. 
Available at www.fda.gov/cvmlguidanceffguidel52.ndf (accessed Apr. 5,2005). 
‘Th h e p rase “select groups or pens of animals” is taken from page 23, Table 7 of the Guidance. 
8 The phrase “within a building, house [or] feedlot” is taken from page 23 of the Guidance. 

2 



were initially approved decades ago. While FDA requested supplemental data in the 
1970s relating to antibiotic resistance, those data were generated using test methods so 
seriously flawed that even the trade association for the animal-drug industry has recently 
acknowledged that they “are not predictive.“g As a senior FDA scientist has observed, 
“These studies, as designed, are 30 years old. Science has moved on.n10 See Appendix 2. 

Moreover, FDA has itself acknowledged that some of the uses covered by this Petition 
are inconsistent with this Guidance. In May 2004, FDA sent letters to four producers of 
penicillin feed additives approved for growth-promoting uses (copies of the letters, which 
were obtained under the Freedom of Information Act, are contained in Appendix 3). 
Each letter stated in part: 

“The administrative record does not contain sufficient information to alleviate 
[FDA’s] concern about the use of these products and their possible role in the 
emergence and dissemination of antimicrobial resistance. . . . The outcome of the 
qualitative risk assessment conducted [by FDA] according to Guidance #152 is 
that the product is considered Category 1 [i.e., high risk]. ” 

The agency concluded by noting that growth promotion and related uses “are not 
considered appropriate for Category 1 or 2 products under Guidance #152.” 
Unfortunately, in the ten months since these letters were sent, the manufacturers of these 
products have failed to comply with FDA’s implicit request to voluntarily remove these 
substances from the market. 

B. Statement of Grounds 

1. Background: The Emerging M edical Crisis ofAntibiotic Resistance and the 
Agricultural Use ofAntibiotics 

A number of prominent health-focused institutions have flagged antibiotic resistance as a 
serious problem for human medicine. The Centers for Disease Control has identified 
antibiotic resistance as one of its “top concerns.“” A federal interagency task force 
including representatives from FDA recently noted that antibiotic resistance is “a 
growing menace to all people” and that, absent effective action, treatments for common 
infections “will become increasingly limited and expensive - and, in some cases, 

9 Animal Health Institute, Alexander S. Mathews, President &CEO. Comments to FDA Docket No. 
98D-0969, “FDA Workshop on Pre-Approval Studies in Antimicrobial Resistance and Pathogen Load,” 
May 3,200O. Available at www.fda.~ov/cvm/Documents/VMACAHICommentsl..rxlf(accessed Apr. 5, 
2005). 
lo Remarks of Jean Coop er, FDA, “‘558.15’ studies: A historical perspective,” at FDA public meeting “Pre- 
Approval Studies in Antimicrobial Resistance and Pathogen Load.” (Feb. 22,200O) (p. 121). Meeting 
transcript available at www.fda.eov/cvm/Documents/CVM-PSES222.doc (accessed Apr. 5,200s). 
‘* Centers for Disease Control (CDC). Backgr ound on Antibiotic Resistance. Atlanta, GA. Available at 
www.cdc.p.ov/dru~resistance/communi~ (accessed Apr. 5,200s). 
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nonexistent.“r2 The Infectious Disease Society of America warns that the pipeline of new 
drugs to combat bacterial diseases is “drying up” even as bacteria are becoming 
increasingly resistant to existing antibiotics.13 The new-drug drought reflects in part the 
fact that it is far more profitable for pharmaceutical companies to develop drugs to treat 
chronic conditions because a patient must take those drugs for years. By contrast, in most 
instances a patient need take antibiotics only for a week or so. 

In 1998, the National Academy of Sciences stated that antibiotic-resistant bacteria 
“generate a minimum of $4 billion to $5 billion in costs to U.S. society and individuals 
yearly.“14 Patients infected with drug-resistant organisms “are more likely to have longer 
hospital stays and require treatment with second- or third-choice drugs that may be less 
effective, more toxic, and/or more expensive.“l’ 

In addition, numerous expert organizations have recognized that, along with medical 
overuse of antibiotics, agricultural overuse of antibiotics contributes to the development 
and spread of resistant bacteria, imperiling human health: 

l National Academy of Science’s Institute of Medicine: “Clearly, a decrease in the 
inappropriate use of antimicrobials in human medicine alone is not enough. 
Substantial efforts must be made to decrease inappropriate overuse of 
antimicrobials in animals and agriculture as well.“16 

l World Health Organization: “There is clear evidence of the human health 
consequences [from agricultural use of antibiotics, including] infections that 
would not have otherwise occurred, increased frequency of treatment failures (in 
some cases death) and increased severity of infections.“17 

l Alliance for the Prudent Use of Antibiotics: “the elimination of nontherapeutic 
use of antimicrobials in food animals and in agriculture will lower the burden of 
antimicrobial resistance in the environment with consequent benefits to human 
and animal health.“l* 

l2 Interagency Task Force on Antimicrobial Resistance (undated). A Public Health Action Plan to Combat 
Antimicrobial Resistance, p. 9. Available at www.cdc.p.ov/drugresistance/actionplan/a(accessed 
Apr. 5,200s). 
I3 Infectious Diseases Society of America (2004). Bad Bugs, No Drugs: As Antibiotic Discovery Stagnates . . . A 
Public Health Crisis Brews, p. 3. www.idsocietv.org/paADSA Paper4 final web.&f(accessed Apr. 5,200s). 
I4 National Academy of Sciences Institute of Medicine (1998). Antimicrobial Resistance: Issues and Options. 
Washington, DC: National Academies Press, p. 1. Available at 
http://www.nap.edulopenbook/0309060842lhtml0.html#pa~etop (accessed Apr. 5,200s). 
l5 Centers for Disease Control, Campaign to Prevent Antimicrobial Resistance in Healthcare Settings: Why a 
Campaign? www.cdc.gov/drugresistance/healthcare/problem.htm (accessed Apr. 5,200s). 
I6 Institute of Medicine, Board on Global Health (2003). M rcrobial Threats to Health: Emergence, Detection, 
and Response. National Academy of Sciences Press, Washington, DC. Available at 
httn://books.nap.edu/books/030908864X/htmV207.html#pa~etop (accessed Apr. 5,200s). 
“Joint FAOIOIENVHO Expert Workshop on Non-Human Antimicrobial Usage and Antimicrobial 
Resistance (2003), p. 1. www.who.int/foodsafetv/publications/micro/e~repo~.p~(accessed Apr. 5,200s). 
I8 APUA, The Need to Improve Antimicrobial Use in Agriculture: Ecological and Human Health 
Consequences. CZinicaIlnfectious Diseases, Vol. 34 Supp 3, p. S75 (footnote omitted). Available at 
www.ioumals.uchica~o.eduKID/iournaVcontents/v34nS3.html (accessed Apr. 5,200s). 
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In addition, the Department of Health and Human Services has itself noted that “there is 
a preponderance of evidence that the use of antimicrobials in food-producing animals has 
adverse human consequences.“‘9 

Unsurprisingly, the U.S. trade association for producers of agricultural antibiotics, the 
Animal Health Institute (AHI), opp oses restrictions on use of agricultural antibiotics, as 
do certain meat producers and the American Veterinary Medical Association. As the 
U.S. General Accounting Office (subsequently renamed the Government Accountability 
Office) noted in its recent report on agricultural antibiotics, “Many studies have found 
that the use of antibiotics in animals poses significant risks for human health, but a small 
number of studies contend that the health risks of the transference are minimal.“20 The 
latter include a recent review article by Phillips et al. 21 In the article, the authors state that 
they “were initially convened as an advisory board” by AH1 and that “We are grateful to 
AHI who kindly agreed to cover the costs of the preparation of this review: circulation of 
drafts, acquisition and circulation of references, and production of fair copy based on the 
drafts.” 

The Phillips et al. article has been sharply criticized by, among others, senior scientific 
officials at both FDA and CDC. For example, the Deputy Director of FDA’s Center for 
Veterinary Medicine noted that the Phillips article “contains several factual errors” and 
further noted that their assessment “diverges from the majority of the peer-reviewed 
scientific literature on the subject, casting doubt on how objectively the authors reviewed 
the published data. The credibility of the authors’ assessment is further strained by 
frequent improper citation of the published literature.“‘* Similarly, CDC scientists noted 
that Phillips et al. had “incorrectly linked these [CDC] studies to statements that do not 
summarize the conclusions of the authors.” 23 Other scientists characterized the article as 

l9 Comments from the Department of Health and Human Services, Appendix VII (p.89) in U.S. General 
Accounting Office (2004), FederalAgencies Need to Better Focus Eflorts to Address Risk to Humansfrom 
Antibiotic Use in Animals. GAO-04-490. Available at www.g.ao.gov/new.items/d0449O.ndf (accessed Apr. 
5,200s). 
20 U.S. General Accounting Of&e (2004). *FederalAgencies Need to Better Focus Eflorts to Address Risk to 
Humarrrfiom Antibiotic Use in Animals”, report no. 04-490, unnumbered first page. Available at 
www.gao.gov/new.items/d04490.pdf(accessed Apr. 5,200s). 
21 I. Phillips, M. Casewell, T. Cox, B. De Groot, C. Friis, R. Jones, C. Nightingale, R. Preston, 
and J. Waddell (2004). “Does the Use of Antibiotics in Food Animals Pose a Risk to Human Health? 
A Critical Review of Published Data,” JoumalofAntimicrobial Chemotherapy, 53: 28-52. 
22 L. Tollefson (2004). “Factual errors in review article,” JournaiofAntimicrobial Chemotherapy 54: 271-271 
(footnote omitted). Dr. Tollefson, a veterinarian, is the Deputy Director of FDA’s Center for Veterinary 
Medicine, and holds the rank of Assistant Surgeon General (Rear Admiral). See 
www.fda.gov/cvm/CVM Updates/tollpromo.htm (accessed Apr. 5,200s). 
23 T.M. Chiller, T. B arrett and F. J. Angulo (2004). “CDC studies incorrectly summarized 
in ‘critical review’,” Journal ofAntimicrobial Chemotherapy, 54: 275276. Dr. Chiller is Chief of the 
NARMS (National Antimicrobial Resistance Monitoring Systems) Unit at CDC. Dr. Barrett is Chief of 
CDC’s FoodNet and NARMS Laboratory. Dr. Angulo, who holds both a DMV and an Ph.D. in 
epidemiology, is Chief of CDC’s FoodNet and NARMS Unit. See www.cdc.e;ov/narms/staff.htm 
(accessed Apr. 5,200s). 
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“fraught with inaccurate and misleading citations and other errors,“24 and pointed to 
instances of “misquoting and misinterpreting scientific results.“25 Consistent with its 
usual practice, GAO requested comments on a prior draft of the report from relevant 
federal agencies, including the Department of Health and Human Services; HHS’s 
comments included the statement that “We believe GAO should note in its report that 
the article they cite [i.e., Phillips et al.] was written by an advisory group to the Animal 
Health Institute.“26 

In addition, HHS’s comments on the GAO report summarize recent scientific literature 
indicating that the very bacteria that are resistant may also be more virulent:27 “In a 
prospective CDC study of 758 salmonellosis cases, patients with resistant infections were 
significantly more likely [to] be hospitalized than were those with susceptible infections, 
even after accounting for underlying illness and prior antimicrobial exposure using 
multivariate techniques.” In addition, the comments described studies showing 
substantially increased mortality in the two years following infection with resistant S. 
Typhimurium compared to susceptible S. Typhimurium, and similar results for resistant 
versus susceptible Campylobacter infections. 

Recent research also indicates that resistant foodbome bacteria are associated with 
ailments not traditionally regarded as foodborne illnesses, namely urinary tract infections 
(UTIs). As the authors of the most recent study noted, “The possibility that human 
drug-resistant UT1 could be a foodborne illness has serious public health implications.“28 

2. The Development of Guidunce #I.52 

As detailed in Part III of this Petition, the actions requested herein are consistent with 
FDA’s Guidance #152. As FDA noted in releasing the Guidance, that document 
“outlines a comprehensive evidence-based approach to preventing antimicrobial resistance 
that may result from the use of antimicrobial drugs in animals.“29 The Guidance reflects 

24B.E. KarpandJ. ng g( E ber 2004). “Comment on: Does the use of antibiotics in food animals pose a risk to 
human health? A critical review of published data,” Journal ofAntimicrobial Chemotherapy, 
54(l): 273-274. Dr. Karp is a Veterinary Medical Officer in the Division of Epidemiology at FDA’s Center for 
Veterinary Medicine. See htto://www.fda.gov/cvm/cvmlist4.html (accessed Apr. 5,2005). 
*’ V.F. Jensen, J. Neimann, A.M. Hammerum, K. Molbak, and H.C. Wegener (2004). “Does the use of 
antibiotics in food animals pose a risk to human health? An unbiased review?,” JournaZofAntimicrobia~ 
Chemotherapy, 54(l): 274-275. The authors are scientists with the Danish Institute for Food and Veterinary 
Research and the Statens Serum Institut. 
2b GAO Report no. 04-490, p. 89, fi. 
*’ Ibid., p. 90. 
28 M. Ramchandani, A.R. Manges, C. DebRoy, S.P. Smith, J.R. Johnson, and L.W. Riley (2005). “Possible 
Animal Origin of Human-Associated, Multidrug-Resistant, Uropathogenic Escher&a coli.’ Clinical 
Infectious Diseases 40: 251-257. Available at 
www.iournals.uchica~o.edulCIDliournaVissues/v40n2/34442/brieE.abstraa.html (accessed Apr. 5,2005). 
29 FDA, “FDA Issues Guidance on Evaluating the Safety of Antimicrobial New Animal Drugs to Help 
Prevent Creating New Resistant Bacteria” (press release), Oct. 23,2003. Available at 
www.fda.g.ov/bbs/topics/NEWS/2003/NEW00964.html (accessed Apr. 5,2005). 
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the results of a careful deliberative process lasting nearly five years. During that period, 
FDA held numerous public meetings, proposed two earlier approaches for evaluating 
agricultural antibiotics (the “Framework”30 document and the “Thresholds”31 document), 
and developed a prior draft of the Guidance.32 In addition, FDA held multiple public 
meetings and also solicited (and received) public comment. The final Guidance is thus 
the result of a procedure that has involved extensive public as well as agency involvement 
over several years. 

Issuance of the f&l Guidance was hailed both by industry and advocates. For example, a 
press release issued by the Animal Health Institute was headlined “Industry Welcomes 
New FDA Guidance on Antibiotics,” and noted that “This is the culmination of a 
process that has dragged on nearly five years.“33 AH1 further lauded the guidance as a 
“risk-based approach” that “will allow FDA to make sound management decisions.” 
Similarly, Keep Antibiotics Working’s press release “applauded” release of the Guidance 
(though noting with dismay the absence of a schedule for taking action with regard to 
already-approved antibiotics).34 

3. Legal Standardfor Witlhdrawal ofAnimal Drugs 

a. The Standards ofFDC4 Section 512 and Guidance #152 

Animal drugs can only be marketed if approved by FDA under section 512 of the Food 
Drug and Cosmetics Act; FDA’s mechanism for granting such approvals is termed a 
“new animal drug application,” or NADA. Somewhat confusingly, all animal drugs now 
on the market are thus termed “new animal drugs,” even though many have been on the 
market for decades. 

Section 512 specifies that a NADA must be denied if the Secretary of Health and 
Human Services finds that available data show that a drug is “unsafe” for use under the 
proposed use conditions or the data “do not show that such drug is safe” under such 

3o FDA Docket No. 98D-1146 - Discussion Paper: “A Proposed Framework for Evaluating and Assuring 
the Human Safety of the Microbial Effects of Antimicrobial New Animal Drugs Intended for Use in 
Food-Producing Animals.” (64 Fed. Reg. 887, Jan. 6,1999). Available at 
www. fda.gov/cvm/VMA C/antimil8.html (accessed Apr. 5,200s). 
3* “An Approach for Establishing Thresholds in Association with the Use of Antimicrobial Drugs in Food- 
Producing Animals” (Dec. 19,200O). Available at www.fda.~ov/cvmfDocuments/threshold2l.rxlf(accessed 
Apr. 5,200s). 
32 FDA, “Draft Guidance for Industry: Evaluating the Safety of Antimicrobial New Animal Drugs With 
Regard to Their Microbiological Effects on Bacteria of Human Health Concern,” 67 Fed. Reg. 58058- 
58060 (Sept. 13,2002). Available at www.fda.~ov/OHRMS/DOCKETS/98fr/98d-1146-gdl0001.doc 
(accessed Apr. 5,200s). 
33 Animal Health Institute Press Release, Oct. 23,2003. Available at 
www.ahi.ordmediaCenter/documents/GuidancelS2.~~(accessed Apr. 5,200s). 
34 Keep Antibiotics Working Press Release, Oct. 23,2003. Available at 
www.iatn.org/antibiotics/librarv/uploadedfiles/KAW Applauds FDA Issuance of Final Guidance Bu.p 
df (accessed Apr. 5,200s). 
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conditions;35 the NADA must also be denied if the Secretary finds that there is 
“insufficient information to determine whether such drug is safe for use under such 
conditions.“36 Section 512 also lays out the conditions under which a previously granted 
NADA is to be withdrawn, i.e., if the Secretary finds that the drug is “unsafe” for use 
under the approved conditions, or if evidence “shows that such drug is not shown to be 
safe” for such use.37 

Thus, the legal and public health standard for granting and withdrawing NADA 
approvals are substantively identical, i.e., if a use is either shown to be “unsafe” or is “not 
shown to be safe.” 

In Guidance #152, FDA states that it considers an agricultural antibiotic to be “safe” if 
the agency “concludes that there is reasonable certainty of no harm to human health from 
the proposed use of the drug in food-producing animals.” While Guidance #152 was 
initially directed at drug producers seeking approval to market additional drugs, the 
Guidance’s criteria apply equally to existing NADAs for drugs now on the market, given 
that there is no scientific or legal distinction between standards for approval and 
standards for withdrawal. 

As a practical matter, in withdrawing a drug FDA must “provide a reasonable basis from 
which serious questions about the ultimate safety [of a drug] may be inferred.“38 Such 
questions “can be raised where the evidence is not conclusive, but merely suggestive of an 
adverse effect.“39 Once an initial showing of “serious questions” is made, the burden 
shifts to the drug manufacturer to establish that the use in question is “shown to be 
safe.“40 

35 FDCA 5 512(d)(l)(A) k(B), 21 USC. 5 360b(d). 
36 FDCA § 512(d)(l)(D), 21 U.S.C. 5 360b(d). 
37 FDCA 5 512(e), 21 U.S.C. 5 360b(e) (emph asis added). Implementing regulations parallel the language 
of the statute. 21 C.F.R. 5 514.115(b). The relevant text of section 512(e) reads as follows: 

(1) The Secretary shall, after due notice and opportunity for a hearing to the applicant, issue an 
order withdrawing approval of an application filed pursuant to subsection (b) of this section with 
respect to any new animal drug if the Secretary finds- 
(A) that experience or scientific data show that such drug is unsafe for use under the conditions of 
use upon the basis of which the application was approved . . .; 
(B) that new evidence not contained in such application or not available to the Secretary until after 
such application was approved, or tests by new methods, or tests by methods not deemed 
reasonably applicable when such application was approved, evaluated together with the evidence 
available to the Secretary when the application was approved, shows that such drug is not shown 
to be safe for use under the conditions of use upon the basis of which the application was approved 
. . . . 

38 Proposal to Withdraw Approval of the New Animal Drug Application for Enrofloxacin for Poultry, 
docket no. OON-1571. Initial Decision of March 16,2004, at p. 5. Available at 
www.fda.gov/ohrms/dockets/dailys/04/mar031604/00n-1571-id~001-vo1389.pdf (accessed Apr. 5, 
2005). Fluoroquinolones are not approved for use as feed additives, and this Petition does not cover use of 
fluoroquinolones. 
39 Ibid p. 5 (embedded quotation marks and citations omitted). 
4o Ibid:: p. 7. 
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6. The Criteria in Guidance #I52 Are Applicable to Exist& Approvals fir 
Apicuhral Antibiotics Now on the Market 

As FDA noted in its Press Release on Guidance #152, the Guidance is “the first 
[document] that addresses, in a comprehensive manner, the issue of the use of 
antimicrobials in food producing animals as a contributing factor to the development of 
antimicrobial resistance.“41 Although the Guidance on its face applies only tofilture 
applications for approval of antimicrobials rather than to drugs already on the market, the 
2003 Annual Report for FDA’s Center for Veterinary Medicine states that the 
Guidance’s “principles will also be applied in determining whether to remove approved 
products from the market.“42 In addition, FDA’s Federal Register notice for the 
Guidance states “The guidance represents the agency’s current thinking about the safety 
of [agricultural-animal] drugs, with regard to their microbiological effects on bacteria of 
human health concern.n43 

As demonstrated in the following section of this Petition, applying the Guidance’s 
criteria to the petitioned drug uses indicates that those uses are inconsistent with the 
Guidance. As a result, “serious questions” clearly exist with regard to the safety of these 
uses. Accordingly, FDA should promptly initiate and conclude the process of 
withdrawing those uses.4 

4. The Antibiotic Uses Covered by this Petition Are Not Consistent with the 
Criteria in Guidance #152 

Format Note: The following discussion includes several excerpts of tables that 
are taken verbatim from Guidance #152. Those excerpts are shown in this 
typeface. The excerpts are identical to the Guidance except as noted by use of 
brackets; in addition, some footnotes have been omitted. 

a. Overview 

Guidance #1.52 lays out FDA’s recommended approach to evaluating the safety of 
agricultural antibiotics with regard to creation of antibiotic-resistant bacteria of human 
health concern. Although the Guidance in several places uses terms such as “suggested” 
or “examples” of approaches, this Petition focuses on the substantive content of the 

41 FDA, “FDA Issues Guidance on Evaluating the Safety of Antimicrobial New Animal Drugs to Help Prevent 
Creating New Resistant Bacteria” (press release), Oct. 23,2003. Available at 
www.fda.gov/bbs/topics/NEWS/2003/NEW00964.html (accessed Apr. 5,ZoOS). 
42 U.S. Department of Health and Human Services, Food and Drug Administration, Center for Veterinary 
Medicine. Annual Report - Fiscal Year 2003 (October 1,2002 - September 30,2003), p. 20. Available at 
www.fda.gov/cvm/Documents/CVMFYO3AnnRpt.pdf (accessed Apr. 5,200s). 
43 68 Fed. Reg. 61221 (Oct. 27,2003). Available at www.fda.~ov/OHRMS/DOCKETS/98fr/03-27113.ndf 
(accessed Apr. 5,200s). 
44 As noted above, withdrawals for certain uses of some drugs were initiated in the 1970s and remain pending. 
See Appendix 3. 
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Guidance, as indicating FDA’s best thinking on how these analyses should be performed, 
and on how identified risks should be managed to avoid unsafe outcomes. 

Under the Guidance, use of a particular drug is assigned an overall “risk estimate” of 
High, Medium, or Low based on a qualitative risk assessment that has three components: 
release, exposure, and consequence. 

l Release. How likely is the drug to be used in food animals in a way that engenders 
resistance? 

l Exposure. How likely are the resistant organisms to make their way to humans? 

l Consequence. How important are the drugs for human medicine? 

In addition, the Guidance lays out a mechanism for integrating the results of these three 
assessments into an overall qualitative risk estimate of High, Medium, or Low. 

The Guidance also describes risk management steps associated with high, medium, and 
low risks findings. Among others, these risk management steps include limitations on 
the extent of use (e.g., individual animal vs. herdwide/flockwide use). 

Because this Petition addresses certain already-approved uses, it is convenient to start by 
considering the Guidance’s risk management strategies, before examining the 
components of the qualitative risk analysis. The following section presents an analysis of 
these provisions for the uses covered by this Petition. 

b. Guidance #152 Allows Herdwide/Flockwide Use Only for “Low Risk”Antibiotics 

Table 7 (p. 23) d escribes high “extent of use” as all flock-wide and herd-wide use, 
regardless of duration: 

Table 7 (excerpt) 
Intended administration to: 

Duration of use individual select groups or ftocks or herds of 
animals pens of animals animals 

Short L’ ML HJ 
(~6 days) 
Medium L M H 
(6-2 1 days) 
Long M H H 
(>21 days) 
‘Low, ‘Medium, and ‘High extent of use 

10 



Next, Table 8 (p. 25) indicates that a “high” extent of use is on& allowable for drugs that 
fall in Category 3 because they have a Low risk ranking; by contrast, “high” extent of use 
is not allowable for drugs in either Category 1 (High risk) or Category 2 (Medium risk): 

In summary, herdwide/flockwide use is allowable on4 for drugs with a Low risk ranking. 
As shown in the following section, the drugs covered by this Petition are not Low risk. 
Accordingly, their flock- or herd-wide use is inconsistent with the Guidance’s safety 
criteria. 

c. The AntGiotics Covered bp the Petition are Not Zow Risk” 

Under the Guidance, a Low risk ranking occurs on& under certain circumstances. As 
noted above, risk rankings are produced by integrating three separate qualitative 
assessments - “Release,” uExposure,” and “Consequence.” “Consequence” means the 
importance of the drug in human medicine, and may be rated as Important, Highly 
Important, or Critically Important. As further discussed below, “Exposure” describes the 
likelihood of people to be exposed to antibiotic-resistant bacteria from food, and is rated 
as High, Medium, or Low; “Release” involves whether agricultural use of the drug selects 
for resistant bacteria in the animal, and is also rated as High, Medium, or Low. 

As shown below, the Release evaluation does not affect the overall Risk ranking for the 
drugs and uses covered by this Petition; in other words, the Consequence and Exposure 
evaluations alone will determine the outcome. To demonstrate this, it is useful to look 
first at the Consequence evaluation, then the Exposure evaluation, and then to consider 
how the two combine for the final Risk rating. 

The Guidance defines drugs’ importance in human medicine as “critically” or “highly” 
important as follows (Table Al, pp. 30-33): 

Critically Important: Antimicrobial drugs which meet BOTH criteria 1 and 2 
below. 
Highly Important: Antimicrobial drugs which meet EITHER criteria 1 or 2 below. 

7. Antimicrobial drugs used to treat enteric [gutj pathogens that cause 
food-borne disease. 
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2. Sole therapy or one of few alternatives to treat serious human disease 
or drug is essential component among many antimicrobials in treatment 
of human disease.45 

As shown in the following excerpt from the Guidance, the drugs covered by this petition 
all are ranked as “critically important” or “highly important.” Specifically, macrolides are 
“critically important,” while penicillins, aminoglycosides, clindamycin/lincomycin,46 
tetracyclines, glycopeptides, and streptogramins are “highly important.” One 
sulfonamide combination drug - namely trimethoprin/sulfamethoaxole47 - is also 
designated as critically important (see discussion in section 1V.C. below). 

Table Al (excerpl o- 

Natural penicillins 

Benzathine pen G 

Penicillin G 

Penicillin V 

Penase Resistant Pens 

Cloxacillm 

Dicloxacillin 

Nafcillin 

Oxacillin 

Antipseudomonal Pens 

Mezlocillin 

Pipercillin 

PipercillinItazo 

Ticarcillin 

TicarcillinlClav 

H - 

- 
- 

H - 

- 

X 

, 

Comments 
Neurosyphilis: Serious 

infection due to Group A 
streptococci 

Serious infections due to 
Staphybcwcus aweus 

Serious infections due to 
Pseudomonas aeruginosa 

45 In Petitioners’ view, this criterion is insufficiently protective of the public health, inasmuch as it fails to 
protect valuable drugs simply because there are more than a “few” alternative drugs at present. Given that 
resistance to existing antibiotics is spreading far more rapidly than new drugs are being developed, this 
approach is unwise. For purposes of this Petition, however, we employ the Guidance’s categorization of 
drugs. 
46 Table Al lists clindamycin, which is essentially identical to lincomycin. Clindamycin is the primary form 
of the drug used in humans, whiie lincomycin is primarily used in animals. The two drugs differ by a single 
group: a hydroxyl group (OH) in lincomycin is substituted by a chlorine (Cl) in clindamycin. See 
“Antimicrobial Chemotherapy,” www.bmb.leeds.ac.uk/mbiology/u~/u~each/icuglantibiotics/~rotein.html 
(accessed Apr. 5,200s). 
47 Guidance #152 uses the abbreviation “trimeth/sulfameth.” See Table Al. 
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Legionnaire’s disease: 

Glycopeptides 

Vancomycin 

H X 

Infections due to methicillin 
resistant Staphybcoccus 
aweus 

Streptogremins 

DaIfopristin/quinupristin 

TrimethlSulfemeth 

Infections due to vancomycin 
H X resistant Entemcoccus faecium 

Infection due to Pneumocystis 
c x X X 

. . 
canmi 

The next key factor is found in Table 6 of the Guidance (p. 21), which provides a grid of 
all possible combinations of the three assessments’ ratings and the resulting risk ranking. 
Significantly, Table 6 indicates that Critically Important drugs never receive a Low risk 
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ranking, while Highly Important drugs receive a Low risk ranking ifand only ifthe 
Exposure and Release rankings are both Low. 

Table 6 (excerpt) 
Release Exposure Consequence Risk Estimation 

Low Low Highly important Low 

[Medium or High] [Medium or High] Highly important [Medium or High] 

[any1 [any1 Critically Important [Medium or High] 

The Exposure rating is a function of two factors: level-of-consumption and extent-of- 
contamination (p. 19). 48 Table 2 (p. 17) indicates that consumption of beef, chicken, and 
pork qualifies as a “High” consumption commodity: 

Table 2 (excerpt) 

Commoditv 
Per capita consumption 
(pounds per capita per 

year) 
Qualitative ranking 

Beef 62.9 High 

Chicken 53.9 High 

Pork 46.7 High 

The probability of exposure is then determined from Table 5. Under Table 5, if the 
amount of a food commodity consumed is High, the probability of exposure is always 
High or Medium (never Low), regardless of extent of contamination of the food 
commodity: 

Table 5 
Probabilitv of human exposure to a dven bacteria 

Amount of food commodity being consumed 

Amount of food commodity 
contamination High Medium Low 

High H H M 

Medium 

Low 

H M L 

M 4 L 

48 The Guidance’s exposure evaluation ignores all non-food pathways, though the Guidance notes in 
passing that %ncertainties regarding the contribution of other exposure pathways may be considered during 
the development of appropriate risk management strategies” (p. 15). The Petitioners view the disregard of 
non-food pathways as another way in which the Guidance is less-than-protective of public health. For 
purposes of this Petition, however, we employ the Guidance’s exposure evaluation scheme, because the uses 
covered by this Petition are nonetheless inconsistent with even those less-than-protective criteria. 
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In other words, as a result of the “high” consumption rankings for beef, chicken and pork, 
the Exposure assessment from Table 5 never yields an Exposure ranking of Low. 
Accordingly, Table 6 h s ows that there is no circumstance that results in an overall Risk 
estimate of Low for any Highly Important drug. 

Critically, because use of the drugs covered by this Petition in chicken, swine, or beef 
cattle always results in a High (Category 1) or Medium (Category 2) risk ranking, “high 
extent” uses of those drugs -which includes the herdwide/flockwide uses covered by this 
Petition - are not consistent with the risk management criteria set forth in the Guidance. 
As noted above and reiterated below, Table 8 (p. 25) indicates that a “high” extent of use 
is only allowable for drugs that fall in Category 3 because of having a Low risk ranking; by 
contrast, “high” extent of use is not allowable for drugs in either Category 1 (High risk) or 
Category 2 (Medium risk): 

d. The Status of Sulfonamides Under Guidance #152 

Table Al does not expressly list sulfonamides, but lists one specific member of the 
sulfonamides class - trimeth/sulfameth, which is ranked as “critically important.” 
Because other members of the sulfonamides class may cause cross-resistance to 
trimeth/sulfameth (a combination drug that works synergistically), FDA should also 
initiate and conclude proceedings to withdraw herdwide/flockwide uses of sulfonamides 
for growth promotion (including weight gain and feed efficiency) and disease prevention 
and control (except for non-routine use where a bacterial infection has been diagnosed 
within a herd or flock) in chicken, swine, and beef cattle. FDA should evaluate all 
sulfonamides as “critically important” drugs for purposes of the Consequence assessment, 
and proceed to withdraw approvals for their use as described above absent persuasive 
evidence showing a lack of cross-resistance to trimeth/sulfameth. 

e. Conclusion 

In sum, the Petition is entirely consistent with the criteria in Guidance #152 in seeking 
the withdrawal of approvals for herdwide/flockwide uses of Critically Important and 
Highly Important antibiotics in chicken, swine, and beef cattle. Because 
herdwide/flockwide uses for growth promotion and routine disease prevention account 
for the preponderance of antibiotic useJ9 and because development of resistance is, in 

49 Mellon M, Benbrook C, Benbrook K. 2000. Hogging It.. I* Estimates of Antimicrobial Abuse in Livestock 
Cambridge, MA: Union of Concerned Scientists. Available at 
www ucsusa.orrr/food and environment/antibiotic A resistance/paPe.cfm?pag eID=264 (accessed Apr. 5,20(X). 
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part, a function of the quantity of antibiotics used, FDA should promptly initiate and 
conclude withdrawals for herdwide/flockwide uses of critically and highly important 
antibiotics for growth promotion (including weight gain and feed efficiency) and disease 
prevention and control (except for non-routine use where a bacterial infection has been 
diagnosed within a herd or flock). 

C. Environmental hpact 

FDA’s regulations indicate that withdrawals of drug approvals are among the class of 
actions that are “categorically excluded and, therefore, ordinarily do not require the 
preparation of an EA or an EIS.” 21 C.F.R. 25.33 &subsection (g). 

D. Certification 

The undersigned certifies, that, to the best knowledge and belief of the undersigned, this 
petition includes all information and views on which the petition relies, and that it 
includes representative data and information known to the petitioner which are 
unfavorable to the pet$on. 

Karen Florini, Senior Attorney 
Environmental Defense 
1875 Connecticut Ave., NW, Suite 600 
Washington, DC 20009 
phone: 202/387-3500 x3318 
fax: 202/234-6049 
kflorini@environmentaldefense.org 

On behalf of petitioners Environmental Defense, American Academy of Pediatrics, 
American Public Health Association, Food Animal Concerns Trust, and Union of 
Concerned Scientists. 
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Appendix 1: Description of the Petitioners 

Environmental Defense is dedicated to protecting the environmental rights of all people, 
including the right to clean air, clean water, healthy food, and flourishing ecosystems. 
From its founding in 1967, Environmental Defense has used an innovative mix of 
scientists, economists, and attorneys to devise practical solutions to environmental 
problems. 

Founded in 1930, the American Academy of Pediatrics is an organization of 60,000 
pediatricians committed to the attainment of optimal physical, mental, and social health 
and well-being for all infants, children, adolescents and young adults. 

The American Public Health Association (APHA) is the oldest organization of public 
health professionals in the world, representing members from over 50 occupations of 
public health. APHA has been influencing policies and setting priorities in public health 
for over 125 years. 

Founded in 1982, Food Animal Concerns Trust (FACT) advocates for farming practices 
that improve the safety of meat, milk, and eggs. FACT works to accomplish its goals 
through on-farm research projects, work with the federal regulatory agencies and 
Congress, and an ongoing review of the scientific literature. 

Founded in 1969, Union of Concerned Scientists (KS) is a non-profit partnership of 
scientists and citizens combining rigorous scientific analysis, innovative policy 
development, and effective citizen advocacy to achieve practical environmental solutions. 
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Appendix 2: FDA Has Not Previously 
Determined that the Antibiotics Covered By this 

Petition Meet Modern Scientific Standards for Safety 
with regard to Antibiotic Resistance. 

When approvals for the antibiotic uses covered by this Petition were initially approved 
decades ago, FDA gave little consideration to safety issues involving antibiotic 
resistance.” In 1973, FDA issued regulations requiring antibiotics already on the market 
to undergo certain studies. ‘i These became known as the 558 studies, because the 
requirements were codified in section 558 of Part 21 of the Code of Federal 
Regulations.52 

However, there were major scientific flaws in the basic protocols for the required 
studies.53 The Animal Health Institute (AHI), the trade association for animal-drug 

So Indeed it is not entirely clear exactly how those approvals were issued. As FDA has noted, “Under 
Section ;OS of [the Animal Drug Amendments of 19681, any product that had been approved before 1968 
. . . would be considered to be the subject of an approved new animal drug application under the new 
section 512. . . . The approval processes for these products before the 1968 amendments were complex, 
redundant, and involved the acceptance of secondary manufacturers/distributors, sometimes based on a 
demonstration of equivalence of their products to primary sponsor products and sometimes not. Unlike the 
current new animal drug application process under section 512 of the act, this was generally not an orderly 
process. As a result, the agency’s and sponsors’ ability to document the pre-1968 approvals has been 
hampered.” FDA, Proposed Regulation: New Animal Drugs; Removal of Obsolete and Redundant 
Regulations [21 CFR 510 and 5.581. 68 Fed. Reg. 47272-47277 (Aug. 8,2003). Available at 
httr,://a257.~.akamaitech.net/7/257/2422/14mar20010800/edocket.access.gpo.~ov/2003/03-20244.htm 
(accessed Apr. 5,200s). 
” 38 Fed Reg 9811 (April 20,1973) (final rule). The proposed rule had been proposed a year earlier (37 
Fed. Reg: 2444) (Feb. 1,1972). FDA su se b q uently withdrew approvals for some drugs determined not to 
be in compliance with the data submission requirements of Sec. 558.15, at 41 Fed. Reg. 8282 (Feb. 25, 
1976)). See 68 Fed. Reg. 47273 for a description of the history of Section 558.15. 
” The regulations were initially codified at 21 CFR 135.109, but were recodified at 21 CFR 558.15 in 
1974. 
53 Bacteria are classified as either gram-positive or gram-negative, based on their appearance under the 
microscope after a certain stain is applied. Gram-positive bacteria are generally killed by a different set of 
antibiotics than are gram-negative bacteria. Donna U. Vogt and Brian A. Jacson, Congressional Research 
Service. “Antimicrobial Resistance: An Emerging Public Health Issue.” (Jan. 24,200l) (pp. 3-4, note 9). 
The 558 studies tested whether certain antibiotics increased the resistance of the gram-negative bacteria 
salmonda and E. coli to a range of human-use antibiotics. However, 42 of the 44 drugs tested under this 
regime were drugs intended to treat gram-positive bacteria, resulting in “a mismatch between the drugs and 
the bugs.” Remarks of Jean Cooper, “‘558.15’ studies: A historical perspective,” at FDA public meeting 
“Pre-Approval Studies in Antimicrobial Resistance and Pathogen Load.” (Feb. 22,200O) (p. 121). 
Meeting transcript available at www.fda.gov/cvm/Documents/CVM-PSES222.doc (accessed Apr. 5, 
2005). As noted in the meeting transcript (p. 104), Dr. Cooper had previously been with the Center for 
Veterinary Medicine, but at the time of the meeting was Chief, Clinical Chemistry and Toxicology Branch, 
Centers for Devices in Radiological Health, FDA. 
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manufacturers, noted as much in summarizing the views of a public meeting on the 558 
protocols: 

“There was consensus that in vivo models, at least by current scientific knowledge, 
were not considered of value in predicting the rate and extent of resistance 
development and the impact this might have on public health.. . . 

“It was clearly concluded from the discussions at the workshop that such studies 
are not predictive . . . AHI agrees with the conclusions of the workshop.“54 

As an FDA senior staffer put it, “These studies, as designed, are 30 years old. Science has 
moved on.“” 

In 2003, FDA proposed to repeal the portions of the section 5.58 regulations relating to 
these studies on the ground that they were “obsolete” and that “FDA has a new strategy 
and concept for assessing the safety of antimicrobial new animal drugs, including 
subtherapeutic use of antimicrobials in animal feed, with regard to their microbiological 
effects on bacteria of human health concernns6 

54 Animal Health Institute, Alexander S. Mathews, President &CEO. Comments to FDA Docket No. 
98D-0969, “FDA Workshop on Pre-Approval Studies in Antimicrobial Resistance and Pathogen Load,” 
May 3,200O. Available at www.fda.~ov/cvmlDocumentsNMACAHICommentsl..odf (accessed Apr. 5, 
2005). 
“J. Cooper, “‘558.15’ studies: A historical perspective,” p. 119. Available at 
www.fda.gov/cvm/Documents/CVM-PSES222.doc (accessed Apr. 5,200s). 
56 FDA, Proposed Regulation: New Animal Drugs; Removal of Obsolete and Redundant Regulations [21 
CFR 510 and 5581. 68 Fed. Reg. 47272-47277,47276 (Aug. 8,2003). Available at 
http://a257.~.akamaitech.net/7/257/2422/14mar20010800/edocket.access.~o.~ov/2003/03-20244.htm 
(accessed Apr. 5,2005). 
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APP endix 3. 
Letters horn FDA to Manufacturers of 

Certain Antibiotic Feed Additives. 



Faod Id Dwg Mmidudon 
Rockvillr MD 20857 

Carol A. Wrenn 
President, Animal Health Division 
Alpharma Inc. 
One Executive Drive 
Fort Lee, New Jersey 07027-1298 

Dear Ms. Wrenn: 

As you are aware, the Center for Veterinary Medicine was charged with examining previously 
approved antimicrobial products as a result of an amendment to the FY 2001 appropriations 
sponsored by U.S. Representative Sherrod Brown. As part of that effort, we have completed our 
review of the administrative file for your Penicillin 100 (penicillin G procaine 50, Type A 
Medicated Article, NADA 046-666). 

Our review included an examination of the correspondence contained in, data submitted to, and 
master files referenced in, the administrative file. We conducted a qualitative risk assessment in 
light of the Center’s recently published Guidance for Industry #152 entitled, “Evaluating the 
Safety of Antimicrobial New Animal Drugs with Regard to Their Microbiological Effects on 
Bacteria of Human Health Concern,” using the information contained in the records. 

We are taking this opportunity to provide you with a summary of our findings: 

The codified indications are: ““For increased rate of weight gain and improved feed 
efficiency.” 

$558.15 studies were conducted in swine and chickens. Originally the company 
participated in the AH1 effort and sought subtherapeutic indication. Then the original 
sponsor withdrew from AHI and sought therapeutic indication. 

CVM reviewed the studies and concluded that they had met the SulmoneZZu shedding 
requirements under $558.15, but that there were still questions about the observed 
increases in resistant Salmonella and E. cob. Insufficient information to address GFI 
#152. 

CVM concluded numerous times that efficacy data were insufficient for the therapeutic 
claims. 

The NADA was DES1 finalized on April 10, 1998 for the subtherapeutic indications. 

CVM’s proposal to withdraw penicillin premixes remains pending. 42 FR 43,770. Aug. 
30, 1977 and 42 FR 56,264, Oct. 21,1977. 
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The administrative record does not contain sufficient information to alleviate the Center’s concern 
about the use of your product and its possible role in the emergence and dissemination of 
antimicrobial resistance. We used only that information on penicillin contained in your 
administrative file to evaluate your product. Where information on your specific product was 
lacking, we generally took a conservative approach and assessed the risk as high. The outcome of 
the qualitative risk assessment conducted according to Guidance #152 is that the product is 
considered Category 1. Production claims for increased rate of weight gain and improved feed 
efficiency are not considered appropriate for Category 1 or 2 products under Guidance #152. 

The Center for Veterinary Medicine would like to invite you to meet with us and discuss our 
findings. Please contact my office as soon as possible to arrange this. If you have any questions 
please contact Dr. Linda Tollefson, Deputy Director at 301-827-2950. 

Sincerely yours, 

clm.s~~~ 

Stephen F. Sundlof, D.V.M., Ph.D. 
Director, Center for Veterinary Medicine 

cc: NADA 046-666 
Director, Office of New Animal Drug Evaluation 
Division Director, Human Food Safety 
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IXPARTMENT OF HEALTH & HUMUV SERVICES 
* 

Carol A. Wrenn 
President, Animal Health Division 
Alpharma Inc. 
One Executive Drive 
Fort Lee, New Jersey 07027-l 298 

Dear Ms. Wrenn: 

As you are aware, the Center for Veterinary Medicine was charged with examining previously 
approved antimicrobial products as a result of an amendment to the FY 200 1 appropriations 
sponsored by U.S. Representative Sherrod Brown. As part of that effort, we have completed our 
review of the administrative file for your Aureo S-P250@ (NADA 035688); CSPTM 250 (NADA 
039-077); and -ChlorachelTM 250 (NADA 091-668). 

Our review included an examination of the correspondence contained in, data submitted to, and 
master files referenced in, the administrative file. We conducted a qualitative risk assessment in 
light of the Center’s recently published Guidance for Industry #152 entitled, “Evaluating the 
Safety of Antimicrobial New Animal Drugs with Regard to Their Microbiological Effects on 
Bacteria of Human Health Concern,” using the information contained in the records. 

We are taking this opportunity to provide you with a summary of our findings: 

Aureo S-P250@ (NADA 035688) a 

l The product is a Type A medicated article intended to produce a Type C medicated feed 
consisting of 100 grams of chlortetracycline, 50 grams of procaine penicillin, and 100 
grams of sulfamethazine per ton of feed. 

l The codified indication is: “for reduction of the incidence of cervical abscesses; 
treatment of bacterial swine enteritis (salmonellosis or necrotic enteritis caused by 
Salmonella choleraesuis and vibrionic dysentery), prevention of these diseases during 
times of stress; maintenance of weight gains in the presence of atrophic rhinitis; growth 
promotion and increased feed efficiency in swine weighing up to 75 pounds. 

l Protocols and data to address 21 CFR 135.1091558.15 were submitted. The requirements 
of 21 CFR 558.15 were not met. 

l CVMs proposal to withdraw Aureo S-P250’ remains pending. 42 FR 43,770, Aug. 30, 
1977 and 42 FR 56,264, Oct. 21,1977. 
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CSPm 250 (NADA 039-077) 

l The product is a Type A medicated article intended to produce a Type C medicated feed 
consisting of 100 grams of chlortetracycline, 50 grams of procaine penicillin, and 100 
grams of sulfathiazole per ton of feed. 

l The codified indication is: “for reduction of the incidence of cervical abscesses; 
treatment of bacterial enteritis (salmonellosis or necrotic enteritis caused by Salmonella 
choleraesuis and vibrionic dysentery), maintenance of weight gains in the presence of 
atrophic rhinitis; swine 10 lbs of body weight to 6 weeks post weaning: increased rate of 
weight gain and improved feed efficiency. Swine 6 to 16 weeks post weaning: increased 
rate of weight gain.” (21 CFR 558.155). 

l Protocols and data to address 21 CFR 135.109j558.15 were submitted. The requirements 
of 21 CFR 558.15 were not met. 

l CVM’s proposal to withdraw CSPTM 250 remains pending. 42 FR 43,770, Aug. 30,1977 
and 42 FR 56,264, Oct. 21, 1977. 

ChlorachelTM 250 (NADA 091-668) 

l The product is a Type A medicated article intended to produce a Type C medicated feed 
consisting of 100 grams of chlortetracycline, 50 grams of penicillin and 100 grams of 
sulfamethazine. 

. The codified indication is: “It is administered to swine in a Type C feed for reduction of 
the incidence of cervical abscesses; treatment of bacterial swine enteritis (salmonellosis or 
necrotic enteritis caused by Salmonella choleraesuis and vibrionic dysentery); prevention of 
these diseases during times of stress; maintenance of weight gains in the presence of atrophic 
rhinitis; growth promotion and increased feed efficiency in swine weighing up to 75 
pounds.” (21 CFR 558.145). 

Q Protocols and data to address 21 CFR 135.109j558.15 were submitted. The requirements 
of 21 CFR 558.15 were not met. 

l CVM’s proposal to withdraw ChlorachelTM 250 remains pending. 42 FR 43,770, Aug. 
30, 1977 and 42 FR 56,264, Oct. 21, 1977. 

The administrative record does not contain sufficient information to alleviate the Center’s concern 
about the use of these products and their possible role in the emergence and dissemination of 
antimicrobial resistance. We used only that information on penicillin, tetracycline, sulfathiazole, 
and sulfamethazine contained in your administrative files to evaluate your products. Where 
information on your specific products was lacking, we generally took a 



Page 3 - Ms. Wrenn 

conservative approach and assessed the risk as high. The outcome of the qualitative risk 
assessment conducted according to Guidance #I152 is that the product is considered Category 1. 
Production claims for weight gain, maintenance of weight gains in the presence of atrophic 
rhinitis and for growth promotion and increased feed efficiency in swine are not considered 
appropriate for Category 1 or 2 products under Guidance #152. 

The Center for Veterinary Medicine would like to invite you to meet with us and discuss our 
findings. Please contact my office as soon as possible to arrange this. If you have any questions 
please contact Dr. Linda Tollefson, Deputy Director at 301-827-2950. 

Sincerely yours, 

Stephen F. Sundlof, D.V.M., Ph.D. 
Director, Center for Veterinary Medicine 

cc: NADA 035688 
NADA 039-077 
NADA 091-668 
Director, Office of New Animal Drug Evaluation 
Division Director, Human Food Safety 



IXPARTh%ENT OF HEALTH & HUMAN SERVICES 
. . 

Food turd Dtug AdmM8lo3tion 
hkviNe MD 20857 

Gregory P. Bergt 
Director, Regulatory Affairs 
Pennfield Oil Company 
14040 Industrial Road 
Omaha. NE 68 144 

Dear Mr. Bergt: 

As you are aware, the Center for Veterinary Medicine was charged with examining previously 
approved antimicrobial products as a result of an amendment to the FY 2001 appropriations 
sponsored by U.S. Representative Sherrod Brown. As part of that effort, we have completed our 
review of the administrative file for your Pennchlor SP 250 and Pennchlor SP 500 (NADA 13% 
934). 

Our review included an examination of the correspondence contained in, data submitted to, and 
master files referenced in, the administrative file. We conducted a qualitative risk assessment in 
light of the Center’s recently published Guidance for Industry #152 entitled, “Evaluating the 
Safety of Antimicrobial New Animal Drugs with Regard to Their Microbiological Effects on 
Bacteria of Human Health Concern,” using the information contained in the records. 

We are taking this opportunity to provide you with a summary of our findings: 

l Both products are Type A medicated articles intended to produce a Type C medicated 
feed consisting of 100 grams of chlortetracycline, 50 grams of penicillin and 100 grams of 
sulfamethazine. 

l The codified indication is: “It is administered to swine in a Type C feed for reduction of 
the incidence of cervical abscesses; treatment of bacterial swine enteritis (salmonellosis or 
necrotic enteritis caused by Salmonella choleraesuis and vibrionic dysentery); prevention of 
these diseases during times of stress; maintenance of weight gains in the presence of atrophic 
rhinitis; growth promotion and increased feed efficiency in swine weighing up to 75 
pounds.” (21 CFR 558.145). 

l Protocols and data to address 21 CFR 135.109/558.15 were submitted. The requirements 
of 21 CFR 558.15 were not met. 

l CVMs proposal to withdraw penicillin premixes remains pending. 42 PR 43,770, Aug. 
30,1977 and 42 FR 56,264, Oct. 21,1977. 
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The administrative record does not contain sufficient information to alleviate the Center’s concern 
about the use of your product and its possible role in the emergence and dissemination of 
antimicrobial resistance. We used only that information on penicillin, tetracycline, and 
sulfamethazine contained in your administrative file to evaluate your product. Where information 
on your specific product was lacking, we generally took a conservative approach and assessed the 
risk as high. The outcome of the qualitative risk assessment conducted according to Guidance 
#152 is that the product is considered Category 1. Production claims for maintenance of weight 
gains in the presence of atrophic rhinitis and for growth promotion and increased feed efficiency 
are not considered appropriate for Category 1 or 2 products under Guidance #152. 

The Center for Veterinary Medicine would like to invite you to meet with us and discuss our 
findings. Please contact my office as soon as possible to arrange this. If you have any questions 
please contact Dr. Linda Tollefson, Deputy Director at 301-827-2950. 

Sincerely yours, 

cm.s~~~ 

Stephen F. Sundlof, D.V.M., Ph.D. 
Director, Center for Veterinary Medicine 

cc: NADA 138-934 
Director, Office of New Animal Drug Evaluation 
Division Director, Human Food Safety 
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Food tind Dtug Adminhtration 
Aockvllle MD 20867 

Norma A. Buckart 
Manager, Regulatory Affairs 
Phibro Animal Health 
710 Rt. 46 East 
Suite 40 1 
Fairfield, NJ 07004 

Dear Ms. Buckart: 

As you are aware, the Center for Veterinary Medicine was charged with examining previously 
approved antimicrobial products as a result of an amendment to the FY 2001 appropriations 
sponsored by U.S. Representative Sherrod Brown. As part of that effort, we have completed our 
review of the administrative file for your Penicillin G Procaine 50% (Type A Medicated Article, 
NADA 46-668). 

Our review included an examination of the correspondence contained in, data submitted to, and 
master files referenced in, the administrative file. We conducted a qualitative risk assessment in 
light of the Center’s recently published Guidance for Industry #152 entitled, “Evaluating the 
Safety of Antimicrobial New Animal Drugs with Regard to Their Microbiological Effects on 
Bacteria of Human Health Concern,” using the information contained in the records. 

We are taking this opportunity to provide you with a summary of our findings: 

l The codified indications are: “For increased rate of weight gain and improved feed 
efficiency.” 

l No data were found to address 21 CFR 558.15 or GFI #152. 

l CVMs proposal to withdraw penicillin premixes remains pending. 42 FR 43,770, Aug. 
30, 1977 and 42 FR 56,264, Oct. 21, 1977. 

The administrative record does not contain sufficient information to alleviate the Center’s concern 
about the use of your product and its possible role in the emergence and dissemination of 
antimicrobial resistance. We used only that information on penicillin contained in your 
administrative file to evaluate your product. Where information on your specific product was 
lacking, we generally took a conservative approach and assessed the risk as high. The outcome of 
the qualitative risk assessment conducted according to Guidance #152 is that the product is 
considered Category 1. Production claims for increased rate of weight gain and improved feed 
efficiency are not considered appropriate for Category 1 or 2 products under Guidance #152. 



Page 2 - Ms. Buckart 

The Center for Veterinary Medicine would like to invite you to meet with us and discuss our 
findings. Please contact my office as soon as possible to arrange this. Lf you have any questions 
please contact Dr. Linda Tollefson, Deputy Director at 301-827-2950. 

Sincerely yours, 

cr?d~&~ 

Stephen F. Sundlof, D.V.M., Ph.D. 
Director, Center for Veterinary Medicine 

cc: NADA 046-668 
Director, Office of New Animal Drug Evaluation 
Division Director, Human Food Safety 



Citizen Petition Seeking Withdrawal $App rovais oj-Certain Herdwide/Flockwide Uses ojTCriticalIy and 
HigMy Important Antibiotics Pursuant to Guidance #152 

Addendum: List ofAp rovals For Which Withdrawal is Sought 
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* See below for footnotes 

I” rnllk ,*p,*c*rs 0, Slarler fWed. include 0” labehng ,,I 

NS warnmg “A wtfhdrawal period has not been 
established for IhIS prcduct 8” prer”mlnatlng Cd”BS D 
no, “SW I” calves to be processed for veal ” 

1.1 mg/lb bw/day (e)(4)(1) cattle -etracycline 

‘etracycline 

:hlortetracycline 

ALL 

!5-70 
nglheadlday 

Cattle :hlortetracyclme 

In mlk replacen or staller feed, ,ncl”d* on laM”g th 

NS wam,ng A mthdrawa, period has no, been 
established for th,s product I” prerummafmg cal”*s D  
not use I” caI”*s to be processed for “*PI ” 

!8 days Feed for 28 days, wthdraw 7 days prior 10 slaughter 

Gmmng cattle (over 400 lb) For mcreased rate of 
Revoke wlgh, gam. lmpmved feed efficiency. and reduction o 

,,“er condemnahan due to ,l”ar abscesses 
70 mg/head/day Cattle 

Cattle :hlortetracycllne ‘etracycllne 350 mg/head/day 
1 Beet ca”le For control 01 bacferlal pneuman~a 

Revoke arsoc~ated with shlppmg f*“*r complsx caused by 
P.ste”rdla spp susceptible to chlortetracycl~ne 

:hlortetracycllne ‘etracycllne ulfamethazine 350 mg/head/day Cattle 

Cattle 

Revoke Ad I” the mam,enanc* of wght gains I” fh* prasencl 
of resplratow disease such as shlppmg ‘e”er 

Calves, beef and nonlactabng da,,” c*“le For the 
~re”e”lto” of coccldlosls caused by E,m*rla bo”,s *ry 

13 6-27.2 g/ton :hlortetracycllne 500.1000 g/ton retracycline lecoqulnate 

lecoquinate 

lecoquinate, 
lonensin 

atdlomyan 

Feed Tvm C feed to wxlde 22 7 mo decoauinate an 
1 gram~ig) chlon*tra&clm* pr loo ib body’kght (0 
mojkg) per day for no, mire than 5 days Type C  feed 

,chlortetracyc,,ne) Type A m&ca,*d ati~cles ““de, 
NADA 141-147 zero wfMra”la, tmle when 
man”facl”red from AUREOMYCIN (chlortetracycltne) 
Type A medicated addles under NADA 141-185 Do 
no, feed to calver, to be pmcessed for “*al D O  not 
feed to animals pmduclng milk lo, food 

Calves. beef and n*n,ac,a,lng da,n/ cattle For 
preventlo” 01 cocc,d,osls caused by Emeva bo”,s am 

Amend E LUBIIIII. ,or,,ealment of bac,er,al *nt*r~,,s caused b, 
E. MII. and lor tr*a,m*“f of bacterial p”*“m~n~a 
caused by Pasfaurella m”ltoc,da oqamsms 
susceptible lo chlort*tracycl,“* 

Zhlortetracycline retracycline $00 g/ton 13.6-27 2 g/ton Cattle 

Cattle 

Cattle 

13.6-27 2, 5-30 

Feed only to can,* fsd I” c~nhnement for slaughter 
Feed co”tI”“o”sIy as Ihe Sole ratlo” to prow& 22 7 
mg of decoq”~nate per loo lb body wgh, per day. 50 
to 350 mg of m~nensm psr head per day, and 60 to 9, 
,,,g 01 tylosm per head per day Feed at leas, 28 days 

C  during p.m.3 of exposure to cocc,d,osls or when I, IS 
likely to be a hazard D O  not feed to anlmak prcduc,“! 
mlk lo, food AIs0 see paragraph (d)(l) of this sectw 
and SEC 558 355(d)(8) Monens,” and ,yl~sm as 
pmvlded by No 000986 I” Set 510 600(c) 0‘thls 
chapter 

can,e kc I” COnflnemenl lo, slaughter For preventlor 
ot mccrdos~s caused by Elmena bows and E zuemu. 

Revoke for ,mpm”ed ‘se., e,,,c~e”cy, and for reduction of 
mc,d*“ce of l,“er abscesses caused by Fusobacterlun 
“*crophow” and Acbn~myces (Cory”*bacten”m, 
pyogenes 

For ,mpm”ed ,eed ekency and mcreased rate 01 
wghl gal”. treatment of bacterial enter~bs caused by 

Amend Echenchla cok and bac,*M pneumonia caused by 
Pasteurella m”lloc~da orgmsms suscepbble to 
chlodetracycbne 

Tylosln (e)(W) 

(d)(2) 

3-10 g/ton dacrollde a/ton 

NS Erythromycln Macrollde 37 mglheadlday 

Feed cunt~nu~u~ly at a rate of 30 to 75 mg laidlomyw 
pmp,~“*te p~,a~s,“m psr head per day for no, mm* 

5 days than 5 days A mthdrawal period has not bee” 
es,*bl,shed ‘or ,h,s product I” pre-,“mm*t,ng cs,“es 
Do not us* I” calves IO be processed f~rveal 

Chlortetracycllne Tetracyclme 10 mgllb bw 5 g/ton (e)(2) Cattle 
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Chlortetracyclme Tetracycline 350 mg/head/day Laidlomycin 5-10 g/ton 30s 

Oxytetracycline Tetracycline 7.5 g/ton Lasalocid lo-30 g/ton yJ 

Oxytetracycline Oxytetracycline Tetracyclme Tetracyclme 7 5 g/ton 7 5 g/ton Lasalocld Lasalocld 25-30 g/ton 25-30 g/ton 311 311 

Oxytetracyclme Oxytetracyclme Tetracycline Tetracycline 75 g/ton 75 g/ton Melengestrol Melengestrol 0 25-0.5 g/ton 0 25-0.5 g/ton 342 342 

Tylosin Tylosin Macrollde Macrollde 90 g/ton 90 g/ton Melengestrol. Melengestrol. 0.25-0.5, loo-360 0.25-0.5, loo-360 lasalocld lasalocld g/ton g/ton 342 342 

(e)(3) 

(e)(l)&4 

(e)(l)04 

Cattle 

Cattle 

Cattle 

Cattle 

Cattle 

Cattle 

Cattle 

Re”oke caius for Improved feed efflclency and mducllo” Of sfaghter, feed Co”b”“oUsfy at loo t0 360 

,nc,dsnce and severity Of five, abscesses C  mglheadlday lasafocld and 75 m@head/day 
oxy?etracyekne AS moroalkyf (CS-ClS) frmwfhyf 
amrnO”l”rn oxyt*fracycllw 

Cadfs lo, improved feed efkclency. tncreased rats of 
Revoke weaht gm. and reductwn of mndence and seventy of 

k-d*, ElbSCSS*S 
C  

I” Type C  feeds. for beef cam* fed I” conflw”*“f f0, 
slauphter. feed continuously at 250 to 360 
mglheadlday fasafoc~d and 75 mg/h*adIday 
oxytetracycllne As mom,afk,4 (CWW) bk”*fhyf 
amrnO”l”rn oxyletracycllne 

t!a,f*rs fed I” c0”fl”*m*“f for slaughter For ,ncreased 
Revoke rate of wghf gsn, ~mpmved feed *Lcl*ncy. an( 

suppmsswn Of BS,,“S (heat, For ,ed”cbo” Of k”B, 
mrd*mnatwn due to fl”B, abscesses 
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0.25-0.5. 50.360 0.25-0.5. 50.360 

I I I I 

Tylosln Tyl0.Wl Macrohde Macrohde 60-90 g/ton 60-90 g/ton Melengestrol Melengestrol 0 25-0.5 g/ton 0 25-0.5 g/ton 342 342 

Tylosln Tylosln Macrohde Macrohde 6-10 g/ton 6-10 g/ton Monens,n Monens,n 5-30 g/ton 5-30 g/ton 355 355 

Tylosin Tylosin Macrolide Macrolide 150 g/ton 150 g/ton Monensin Monensin 400 g/ton 400 g/ton 355 355 

I I I I I I 

Cattle 

I I 
Hs,,ers fed I” cn”fl”ement for slaughter For lncreasec 
rate Of vmght gal”. bmpro”ed feed efflclency, end 
suppresslo” Of **bus (heat,. For the pre”e”flo” and 

Revoke c~n,ml 01 cocc~dfpsw due lo E bow and E z”em~~. 
and for reduced mudmce of l,“er abscesses caused 
by F”SObacten”m  necrophor”” and Act lnOmyCeS 
(Corynebactenum) pyogenes 

~los,,Vheadlday 
1 Add 0 5 to 2 0 IWheadiday of a liquid or dry 
m&caked leed mn,a,n,ng 0 125 to 1 0 mo 
melenqe~tml acetate/lb to a med,ca,ed feed ccm,a,nm~ 
5 to 3ig monensm and 8 lo ID g tylosm per to”. or - 
2 Add 0 5 to 2 0 Iblheadiday of a l,q”ld or dry 
medcated feed conta~mng 0 125 to 1 0 mg 

NS melengesfml acetate plus 25 to 720 mg mo”ensm,lb b 
4 5 to IS fb of a dry medcated feed con,a,nmg 10 lo 4, 
g fybx” per ton; or 
3 Add 0 5 lo 2 0 lb/head/day of a dry pelleted 
medlceted feed co”tal”“g 0 125 to 1 0 mg 
melengesfml acetate (from a dry Type A adlcfe). 25 lo 
SO0 mg mwensin. and 45 to 180 mg tylosm,lb lo a 
rauon cd nonmedcatsd feed 
Monens,” and tylos,” as tylosm phos@a,e by NO 
000986 I” set 510 SOO,C) Of ,hlS chapter 

Hedem fed I” mnfmement ,or slaughter For increased 

To admmisfer 0 25 lo 0 5 mg me,engesfml acetate wtf 
SO IO 90 mg tylosm!headlday 
1 Add 0 5 10 2 0 (b/head/day of a l,q”,d or dry 
medcated feed contalnlng 0 125 to 1 0 mg 
mele~&,es,ml ace,a,e,lb to a med,ca,ed feed con,a,nm( 
8 l-2 10 g lybl” per ton, or 
2 Add 0 5 to 2 0 fbmetiday of a l,q”,d or dry 

I I rate of waght gal”. improved feed eff~clency. and medicated ,e& conta~nmg 0 125 lo 1 0 mg 
Cattle Revoke ruppress~on 01 BS,~“S (heat) For reduced mc!dence O, NS melengestrol acetate/lb to 4 [I ,D 1s lb of B  dry 

her abscesses caused by F necmphorum and medcafed feed eonfamng 10 fo 40 g fylosm per ton. 0 
Actlnomvces Corvnebactenuml woclenes 3 Add 0 5 to 2 0 Ibmeadlday of a dry pelleted 

medcated feed mntalnmg 0 125 to 1 0 mg 
mele”ges,ml acetate (from a dry Type A arbcle) plus 
45 lo 180 mg tybxlnllb to e ratlo” 0, nonmedc*,ed 
feed 
Tyfos” as t@sl” phosphate by No 000986 I” Set 
510 BOO(C) Of ,tus chapter. 

I I I I 

I I I I Feed only to cattle bemg fed I” confinement for 
Sle”ghter Feed m”tl”“o”sly as so,* ra,“” a, the rate 

I llm”roved feed eff~aencv. for red”c,!on of mcldence of 1 l0f 50 10 360 ml,,lo,rams Of monensl” and 60 lo SO 

Cattle 1 Revoke I hver abscesses caused’by F”~~bac,er~“m  I c I ml,,lgmms of tylo;” per head per day. as monens,” 
necrophorum and Acbnomyces (Corynebactenum) sodium. as tyf~sm phospha,e Comb,na,,on drug ,,q”,d 
PYoge”=S Type B medncaled feeds may be used ,o manufacture 

dry Type C medu&d feeds and shall conform lo 
mixing instructtons as m  Set 558 625 (c) 

Feed only to cattle bang fed ,n confmemen, for 
slaughter Feed conbnuously a, the rate of 8 2 to 10 2 
kllqrams (IS lo 22 5 pounds) of Type C medicated 
feed per head per day ,o supply 240 m,ll,grams of 
mmem” and SO m,ll,gramf o,,,+,sin per head per 
day, BE mpnen~~” sodium. as tylosm phosphate Do 
no, all0w homes or other eq”,nes access to feeds 
mntammo mo”e”sn twesbo” of monensi” b” 

Cattle 

improved teed ef‘memy. for reduction of ,ncrdence of 
her abscesses caused by Fu~pbacter~“” 
necrophorum and Acbnomyces (Corynebactenum) 
pYOg*“*S 

equines has bee” fatal Safe “se m unapproved 
species and breedng caffle has not bee” estabkhed 
The IlquM Type S medicated feed must beal an 
explm,lon dafe 0114 days af,er date of ma”“fac,“re 
The mwng d,mcbo”s for this ,,q”,d Type B med,ca,ed 
feed stored I” reClrc”letlO” or agd*tlOn tank EystemE 
are Reclrc”l*fe or *gnat* lmmedletely prior lo use for 
no, ,868 lhan 10 mmutes. mcwng a, feas, 1 percent of 
the tanks contents pr minute from the bonom of the 
tank lo the top. Recrculate or agdale as dIrected daily, 
we” when the Type B medlc*,ed feed 1s no, used 
Inadequate m,x,ng (recmxlabon or ag~tabo”, of bqud 
Typ S med,ca,ed feeds may result m  mcreased mow 
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Chlortetracyckne Tetracyckne 100-200 g/ton Ampmlfum 72 6-l 13 5 g/ton 55 (d)(2)(N 

Chlortetracycline Tetracycline 200-400 g/ton Amprol ium 72.6-l 13 5 g/ton 55 (WNN 

Chkxtetracyclfne Tetracyclfne 100.200 g/ton Amprol ium 
113 5-227, 90 
g/ton 55 N W ’W  

Efythromycfn Macrolfde 4 6-l 6 5 g/ton 
Amprolfum, 363.1135,90 
arsanilic aced g/ton 55 (WXO 

/Erythromycin lMacmlide 192.5 g/ton 

Efythromycfn 
Macmlfde 36 3-l 13 5, 90 92 5 g/ton Amprokum, 

arsanilic acid g/ton 55 (W’N W  

/Efythrom ycin (Macrolfde (165 g/ton 

Erythromycin 

Elythromycin 

Erythromycin 

Macrolide 

Macrolide 

Macrolide 

4.6-16 5 g/ton 

92.5 g/ton 

165 g/ton 

Amprol ium 

Amprol ium 

Amprolfum 

36.3-113.5 g/ton 

36 3-l 13.5 g/ton 

36 3-i 13 5 g/ton 

(d)(2)(i) 

(W)(i) 

@W)(i) 

Erythromycfn Macrolfde 4.6-16 5 g/ton 
Amprolium, 113.5-227,90 
arsanflfc acid g/ton 55 (dP)W 

(Inthrlm y cf n /Iacrol f de 192.5 g/ton 

IE fythmm y tin /Macrotide (92.5 g/ton 

Ihlacrolide It65 g/ton 

Efythmmycfn Macmlfde 4.6-16.5 g/ton Amprol ium 113.5-227 g/ton 
I I 

55 kNW4 

T&g 

: 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Ch,ckem. prevenbon of coccrdrosrs camed by E 
4mend tenella only, COnfrOf Of ChronlC r*spratory disease 

I I 

7-14 00 not feed to chukens pmdwng eggs for human 
(CRO) am, a,, sac mfecbo” caused by M  galf~sepf~c”” days cone”mpflo” Feed for 7 to 14 d 
and E CO,! S”SCWDflblW ,‘I chlortefracYcllne 

Chtckens where mmmty 10 cocc,d,osrs IS not dewed, 
Amend pvenbon of cocc,dvws, confml of ,“fecbous synav~fls 

I I 

7-14 Do no, feed 10 chtckens pmd”c,“g eggs for human 

caused bY M sY”o”,ae suscept,bfe lo chloltet,a~Y~ll”e 
days co”s”mptlon Feed for 7 to 14 d 

Replacement chickens, development of actl”e 
3evoke ,mmu”,fy to cocccdlosrs. growth p,“m ”b”” and feed NS Wlfhdraw 5 d before sleughfer 

e”lcle”cy. mlp,o”l”g plgmentaflo” 

Replacement chckens. development of acflve 
,mmun,,y lo cocc,d,oss. growth pmmobo” and feed Feed for 2 d before sf@es and 3 to 5 d a”e, sbess, 

Amend eticrency. ~mpmwng pigmentation. as an ad I” the 5-6 days mtbdraw 5 d before daughter. as eofe sou,ce of 
prevent,on of chmmc resp,ra,ory d,sease dung orgemc BrsW”lC 
oe”ods of S,RF” 

Replacement ch,cke”s. development of actl”e 
Amend mmun,ty to c.xcld!os,s, growth promobo” and feed 7-14 Feed for 7 to 14 d. wfhdraw 5 d before slaughter, as 

e”,c,ency. mprovmg p,gmentat~an, as a” ad I” the days so,* SO”m? Of organic aRe”lC 
pre”entlo” Of l”f*cflO”S co 

Repfacement ch,cken% development of acbve 
mmunlty to cocc,d,os,s. growth pmmofmn and feed Feed for 5 lo S d, do “of “se I” bards p,c.dw”g eggs 

Amend effmency: mprovmg pgnenfabon, as an and I” the 5.6 days for food putposes, mtMmw 5 d before sfaughfer, as 
prevention and ,ed”cbon 01 fea!o”s and 1” fowerlng so,* SO”,CW Of organtc e,senlC 
seventy of ch,on,c ,es,~efory disease 

Replacement chickens. developmenf of actwe 
Revoke ,mmu”dy to cocc,d,os,s. growth pmmobo” and feed NS AS erythmmyb,” thmcyanate 

1 Replaceme”, chickens. development of active 
,mmun,fy lo cocclduxls, as an a,d I” the prevenbo” of 

1 Feed for 7 to 14 d. wthdraw 24 h before slaughter 

Amend 
l”fecflo”s coryza 5-14 Fee.3 acco,d,“g to subfable I” !tem (I) 

2 Replacement ckckens, development of abt,“e days 
2 Feed lb, 2 d before ~fress and 3 lb 6 d a”“, sf,ess, 

m,,un,ty to coccldns6, as a” ald I” the p,e”e”bo” of 
withdraw 24 h before sla”ghte, Peed accordl”g lb 

chm”,c resplrafory dlsease d”““g perlode of stress 
subfable I” lfem (I) 

Replacement chakens; development of acbve 
,mmun,ty lo cocc~4os,s, as an a,d I” the prevenbo” 

Feed for 5 to 8 d, do “of uee I” b,,de prcd”c,“g eggs 
Amend 

and ,educt,o” of feslo”s and I” lowering se”e”fY of 
5.6 days for food purposes. wfbdraw 4s h before efaughfer 

chmn,c resp~atory disease 
Feed according to subtable I” item ,I, 

Bmler chickene and reDlaceme”f chtckens where 
Revoke mwnify to cncctdws,s’ts “of desired. preventlo” of 

cocc,d,os,e, gmwth p,omof~o” and feed efficiency. NS Wfhdraw 5 d before slaughter 

,mprowd plgmentaflon 
I 
Bm,,e, ch,cke”s and replacement chlckens whew 
mmmty to cocc,d,os,s ,s “of dewed. p,evenbon of Feed for 2 d be,“,” sf,“ss and 3 lb 6 d after stress, 

Amend cocc,d,os,s, growth pmmobb” and feed eff,c,ency. 5.6 days tiMraw 5 d before slaughter: as sole source of 
,mp,ov,“g p,gme”,at~% as a!d I” the preventlo” of organic ?,,SW”lC 
chm”,c ,esp,,afoty d!sease during periods of stress 

Broder ch,cke”s and re~facemenf chlckens where 
,mm”n,ty to cocc,d,os,s’,s no, dewed. p,e”enflon of 

Amend coc”,d,os,s. growth promobb” and feed eff~clency. 7-14 Feed lor 7 to 14 d, wlthdrew 5 d before slaughter, as 

,mp,ov,“g p,gme”fat,on. as an atd I” the p,eve”t,on of 
days SOfW SOW3 Of o,ge”lc er~enlc 

lnfecbO”S coryra 

B,o,,er chIckens and replacement chlckens where 
,n,nun,fy to mccdws’s “of deWed. preventlo” of 

Feed for 5 10 8 d. do not “se I” bl,ds prbd”c,ng eggs 
Amend coccldws: gmwth promobo” and feed efLcie”cY, 

,mpmw”g p~gmenfaf~o”. as a” aid in the prevenbo” I I 5.6 days for food purposes. mfhd,ew 5 d t&a”? slaughter, as 

and reducbon of fes,ons and I” lowennc, sevenh of 
so,* BO”rce Of organtc a,sen,c 

I 
chmmc ,esp,rafoly d,sease 

Bmler chickens and re~lacemenf chickens where 
Revoke mmundy lo coccld~os~s IS not dewed. prevenbo” of 

cocctdiosts. gmwlh pr~moflo” and feed efflCle”CY 
NS AS erythmmycm fhuxyanafe 
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Erythmmycm Macrolude 165 g/ton Ampmlwm 113 5-227 g/ton 55 

Pemc~llm procaine Pen~c~llm 2.4-50 g/to” Amprohum 363113.5 g/ton 55 

Penlcll lm pmcaine Penicillin 2.4-50 g/to” Ampmlium 72 6-l 13.5 g/to” 55 

Bmler ChIckens and replacemant chlcksns where 
mmun~ty to MCC~~,OSIS IS not deswed. prsventlon ol 

Poultry Amend mcod~os~s, as *n ati m  the prsventmn and rducbon 5-8 days Feed for 5 to 8 d, do not us* I” bwds p,c&c!“g eggs 

of leswns and m  lowering severty of chmw for twd purposes, miMraw48 h More slaughter 

rssplratory disease 

Poultry Revoke 
I I 

Bmier chlck*ns, prevention of cocclcl~os~s caused by 
E tenella only. gmwth pmmot~on and leed efhclency I I 

NS As procaine penlclllln 

Penlctl lm procaine Pemcill in 2.4-50 g/to” Ampmhum 113.5-227 g/ton 
1 Bmler ch,ckens and replacement chickens tie,* 

55 (d)p)(lv) Poultry Revoke ~mmunny to mccdms~s IS not dewed: pmvent~on 01 NS AS pmcane penlclllln 
cocc,d~osts. gmwlh pmmotlon and feed elflclency 

For cluckens where mmwn~y to coccd~os~s 1s not 

Chlortetracycline Tetracycline 100-200 g/ton 
Amprohum. 
ethopabate 

113 5-227.3.6 
g/ton 58 (d)(l)(iv) Poultry Amend 

dewed. p,even,,on of cocc,d,os,s, control of mt*ct~ous 7-14 00 not feed to chlckens pmducing eggs far human 
syno”lbs ca”sed by Mycoplasma synovlae suscephbla days urnsumpt~on Feed for 7 lo 14 d 
1” chlod*,,ac”cIa,w 

For chlck*“s a,* ,mm”mty to cucadlos~s IS not In low ~ak,um feed cmtammg 0 8% d,*twy calc,um 

Chlortetracycline Tetracycline 200-400 g/ton 
Ampmhum, 1135227. 3.6 dewed prevenbo” of coccld,os,s: contml 01 chmnlc 

ethopabate g/ton sa (d)(l)(w) Poultry Amend r~~pwatory dwaaB* ICRD) and au sac mntecbon caused and 1.5% sod,““, sulfate. feed co”,wwsly as sol* 

by M  galhssphcum and E cuk suscepkble to 
ie:“, ratlo” for 7 to 14 d, do “of lend to chlckens pmducmg 

ehlortetracyclme eggs ‘or human mnsumpt~on 

Ampmhum, Bmle, chIckens and ,*pl*c*m*nt chIcKens tiers Not for lay,,&, hens, ““tklraw 5 d before slaughter. as 
Erythromycin Macrolide 4.6-16 5 g/to” ethopabate, 113.5, 36.3 g/ton ss (d)(l)(iii) Poultry Revoke 

,mm”“lty to cocc,d,os,s II not deswd, prevenbo” of 
NS sok source of orgam srsmc. as erythmmycln 

affianilic acid 
cocc,d,os,s. gmwth pmmobon and feed efhclency: 
mlprove plgmentatlon thiiyamte 

Bmdsr ch,ckens and replacement ch,ck*ns where 
Erythromycin Macrolide 4 6-16.5 g/to” 

Amprohum, Not ‘or taymg hen*. wttMrarr 24 hours before 
ethopabate 

l135,363g/to” I 58 I 
(d)(l)(~@ Poultry Revoke mmuntty 10 mccdws~s IS not dewed: prevenkon of 

I I I 
NS 

cocc,d,osts, gmw?h pmmotlo” and feed efflclency I I slauqhfer, erlfhromyo” fhlocyanate 

Amprohum, 
ethopabate, 

113.5-227, 3.6 
58 

(WWN 

arsanilic acid 
g/ton ) 

Poultry 

Fo, bmler chIckens a”d ,*placem*“t chlckeos Where 
mmuaty to coccodmsis is not dsswd. pmventlon of Feed Ior 2 d before stress and 3 to 6 d after stress. 

Amend mccldiosis, as an aid in the prevention of chmnic 5-8 days wltMraw 5 d before slaughter. as sole source 01 
respmdoly dsease durq periods of stmss. gmwth orgamc ars*“lc. no, for layng hens 
pomobon and feed eff~clsncy. lmpmvmg plgmantabon 

Erythmmycm Macmllde 92 5 g/ton 
Amprohum, 
ethopabate, 113.5-227.3.6 58 WNW(:  

arsanilic acid 
g/ton 1 

Eryihromycm Macrohde 1.35 g/ton Ampmhum, 1135-227,36 
ethopabate g/ton 33 W(lW) 

Poultry 

Poultry 

For bmll*,chlck*ns and replacement chlckens where 
mnundy to coccldlos,s IS not dewed. preventon of 

Amend mccfdiws, as an ad I” the prevention of mfect~ous 7-14 Feed br 7 to 14 d, “.?tMraw 5 d before slaughter, as 

mryza, gmwlh pmmobo” and feed *,Pc~*ncy. days sole source of orgmc arsmrc, no, for taymg hens 

lmpmvlng plgmentatlo” 

mmmty to cocc,dms,s IS “of desared. prevsnbo” ol 
cocc,d~os~ as an ad I” the pm”*“t,on and reduction Feed 1.x 5 to 8 d. do not us* m  b,,ds producmg eggs 

Of ,*s,cms and I” bnwy, sever,ty 0‘ Chn3”lC 5-6 days for food purw~es. wthdraw 5 d before slaughter. as 

msp,mto,y d,s*as*. gmWh pmmobon and feed so,* so”rm Of OrgS”lC arsen,c 

efficfency: lmpmwrg plgmentabon 

IEtyt hrom y tin IMacmlide /ifm227’ 3’6 1 15 g/ton I:$$ Poultry 

1 For b,o~l*rch,ck*ns and for replautment chlck*ns 
Msre mmundy to cocc&x~s IS not desired: 
pmve*tlon 0, CDCCIIIMlS. as an ad ,n the pfwe”t*n of 1 Feed for 2 d b&m stress and 3 to 6 d a”*, stress, 

Amend chmmc respwakxy disease during pen& of stress 5-14 mthdraw 24 h before slaughtsr. no, ‘0, ,*ymg hens 
2 For bmller ch,ck*ns and repkvxm*“t chlckens days 2 Feed for 7 to 14 d, Whdw 24 h before slaylhte,. 
where lmm”““y to mecldlosls 16 not deswd. m, lor laymg hens 
pre”e”twn 0, cocxKh0*,*. as an aid I” the p,*“*nbon of 
lnfectlo”s cop 
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Erythromycm 

Lmcomycin 

Macrolide 

Lmcosamide 

185 g/ton 

2-4 g/ton 

Amprohum, 
ethopabate 

Amprohum, 
ethopabate 

113 6 5-227, 3 
g/ton 

113.5. 3 6 g/ton 

58 (dl(lW 

ss (d)(l)(“) 

Lincomycin ILincosamide 12.4gllon 

PenWin 
procame 

Penlcll lm 2 4-50 g/ton Amprohum, 113 S-227,3.6 
58 Poultry ( Revoke 1 

lmm""lty lo cocc,d,os,s IS riot dewed. prevenbo” 0, 
ethopabate g/ton (dl(ll(W coccldlosw, growth promot~o” and feed efkclency, I NS I 

Not for laymg hens. as procarne pemc,,,,” 

Virginiamycm Streptogramm 15 g/ton 
Amprohum, 
ethopabate 

l135,363g/ton 56 (dl(l)(d 

Bmller chlckens. es an a!d I” the preventlo” 0, Feed ~onbn”o”sly es sole r&on, do no, feed 10 ,ay,ng 
cocc&xls where severe exposure to E~mena hens, no, ,or chlckens over 16 weeks of age. es sole 

Poultry Revoke acewul~na. E brvnen~, and E ma~m?a IS lkkely to c source of ampml~“m, ampmkum and ethopabate as 
occ”,, for ~ncreesed rate 01 wgh, gal” and ,mpro”ed pmvlded b” Menal I” sac 510 .%70(C). “lrglnlamycl” as 
teed efflclency provided by 066104 

IVirgmiam y cm IStreptogramm 1-15 g/ton g/ton I$$$ 113 5. 36.3 g/ton 1 5~3 1 (d)(l)(w) 

Erythromycin Macrolide 4 6 g/ton Arsanilic acid 90 g/ton P 

Erythromycm Macrolide 4.6-18.5 g/ton Arsanilic acid 90 gR0l-I 62 

Erythromycin Macrolide 9.25 g/ton Arsanilic acid 90 g/ton 62 

Erythromycm Macrollde 92 5 g/ton Arsamlic acid 90 g/ton 62 

(Nl)(llll 
(c)(1)(%  

F  
WVP) 
@ l(llW (l I 

Erythromycin Macrollde 92.5 g/ton Arsanillc acid 90 g/ton 52 
MllwG 

) 

Erythromycin Macrohde 185 g/ton Arsanlllc acid 90 g/ton P (WW) 

Chlortetracychne Tetracycline 1 O-50 g/ton 128 (elUM1 

rrtetracychne rime /Of-200 g/ton /coDdol /13 Sg/ton 1 UJ$ ( (d)(5) 

Lmcomycm Lmcosamfde 2-4 g/ton Cloprdol 113.5 g/ton m  (d)(6) 

Chlortetracyclme Tetracyclme 100-200 g/ton Decoqumate 27 2 g/ton 195 (NlK”O 

Feed ,or 5 to a d. do no, “se I” bwds producmg eggs 
for food purposes. wtMla”d 4s h beme slaughter 

am,,er Chcke”S, for Increase I” rate Of wgtlt gal”. 
Poultry Revoke rmproved reed efrmency. as an .%M m  the preventmn of NS Not for laying ch,ckens, as lkncomycm hydmchlande 

cocc,d,os,s monohydrate: es sole source of ampmkum 

Bmler chukens. for mctease I” rate 01 weigh, gal”, 
Poultry I I Revoke Improved feed efiickency and pigmentabon, as en ald 

on fhe pre”en,,on of cocc,d,os,s I I 

No, for leymg chlckens: as kncomyc~n hydrochloride 
NS monohydrate, wlhdraw 5 d before slaughter, as sole 

SOUrCe Of ampmllum and organ,c arsen,c 

I IFor bro,ler chickens and replacemen, chuckens where 1 I 

Bm~le, chnckens. es en a,d I” the pre”en,,o” 01 Feed co”bn”o”sly as sole r&on. do no, feed lo laying 
coec,d,os,s where severe expos”re fo E~mena hens, no, for chIckens over 16 weeks a, age. es sole 

Poultry Revoke acew”lha. E brvne”,. and E mewna IS lkkely lo c source 01 ampmllum, amprolum and ethopabate as 

occur. for mcreased rate of wght ga,n pmvlded by Menal I” sec. 510 SOO(C). “lrglnlamycln a! 
pmvrded by OS6 104 

Poultry Revoke Chickens: growth promobon and feed e,Pc,e”cy. 
mprovmg plgmenfabon NS 

AS eq,hmmycm ,h,ocya”e,e, m,Mrew 5 days before 
slaughter: as sole so”rce 0, orga”!c arsenic 

Poultry Revoke Chuckens: growth promot~o” and teed e,,,c,ency, 
NS 

As erythmmyc,” th,ocyanate. mthdrew 5 days before 
lmpm”l”g plgme”,a,lo” slaughter: es sole source of o,gan,c arse”,c 

Poultry Revoke 
ChIckens: growlh promobon and feed e,,,c,ency. 

NS 
AS erythmmycm ,h,ocyene,e. mthdrew 5 days before 

lmprovl”g plgme”,a,lDn slaughter: as sole sowce of organ&c arsenic 

Ckckens. es an a,d I” the pre”e”,,on of chmmc 

pmmobon and feed e”,c,ency, ,mp,o”,ng plgmentatlon 

mryza, growth pmmot~an and feed elhc~ency. 

ChIckens; es en a,d I” the pre”e”t,on and ,ed”c,~on of 
lho”s end I” ,ow,,ng seventy of chrome ,espMory 
dnseese. growth pmmot,on and feed e,kc~e”cy. 

As erythmmycln thmcyanate. feed for 2 days before 

before slaughter, as sole so”,ce 01 BrSenlC 

mthdmw 5 days before slaughter. es sole source of 

AS er,thmmyc,” thmcyanate, teed for 5 to a days, do 
not “be I” bwds producmg eggs for food purposes. 
mtMraw 5 days be,o‘e slaughter, as sole JOWCB of 

I impmvmg plgmentebon I OrganlC ar5e”c 

Poultry Revoke Chtckent For ,nc,eassd rate of wgh, gem end 
NS DO not feed lo chlckens pmducmg eggs ‘or human 

improved feed efficiency co”s”mpbon 

Bmler end replacement chnckens As an ald I” the 
prevenbon of mcc,d,osls caused by E ,enel,a. E  
necatnx, E. acervukna, E maxma. E brune”,. and E 

Poultry Amend maa% for ~ncreaswd rare of welsh, gem and improved 7-14 Feed conbnuously as sole ,a,,~” from the bme c,,,cks 

feed efflc,e”cy. for CO”bOl Of lnf*cflo”s sy”o”1bs days are placed I” floor pens for 7 to 14 days 

caused by Mycoplasma synovlae suscepbble to 
chlodefrecycline 

Bmler chwkens As en a,d m  Ihe preven,,on of 
coccldnsls caused by E tenelle. E  wxdnx. E 

Poultry Revoke scewkne, E mex#me, E brun?L, and E mwab. for 
,mcreased rate of we,gh, gal” and mpmved feed 
*“lCl*“Cy 

NS Do not feed lo chickens o”er 16 weeks of age, as 
lkncamycln hydmchloude monohydrefe 

Bm,ler chbckens For pre”e”t,o” 0, coccld,os,s caused 
by Ew”ena,enella. E  necafnx. E  “,,“a,,. E  ecew”kna. 

Poultry Amend E maxima, and E bnmetb. conrrol of ~nfecbous 7-14 Feed co”t,““o”s,y for 7 to 14 days. do “of feed to 
syno”,bs caused by Mycoplama ~yno”,ae s”sc=ept~ble days chckens producing egg?. for human co”s”mp,,on 
IO chloliefrecyche 
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(Lmcom y cm Lmcomycm Lmcosamide 2 g/ton Decoqumate 27 2 g/ton /Lwsamide j2 g,ton i I Decoqumate 27 2 g/ton 

Virgmiamycm Virgmiamycm Streptogramin Streptogramin 5 g/ton 5 g/ton 0 91 g/ton 0 91 g/ton 

Virginiamycin Virginiamycin Streptogramin Streptogramin 5-15 g/ton 5-15 g/ton Diclazunl Diclazunl 0 91 g/ton 0 91 g/ton 

Erythromycin Erythromycin Macrokde Macrokde 4 6-18.5 g/ton 4 6-18.5 g/ton 

Erythromycin Macrokde 92 5 g/ton 

Lincomycm Lincosamide 2-4 g/ton Halofuginone 2.72 g/ton 

Wrgmlamycm Streptogramm 5 g/ton Halofugmone 2 72 g/ton 

Virgmlamycin Streptogramm 5-15 g/ton Halofuginone 2 72 g/ton 

Chlortetracyclme Tetracyclme 100-200 g/ton Hygromycin B 6-12 g/ton 

~rtetracyclme pme /ZOO400 g/ton /H*mmycm B l-12 g/ton 

I I I I I 

Poultry 

Poultry 

Poultry 

Bmder chIckens’ For the ,,revent~on of mcc~dms~s 
caused b” Em*“* tenena. E “*c*lrlx. E *celv”II”*. 

I I Bmder chickens. For the pre”ent,on of coccld,os,s 
caused by Emena tenella, E “~catnx. E acewl~na. 
E bnme”,. E md,s hwabl. and E maxima Because I I 

198 1 (d)(l)(viii) ) Poultry ) ~ 
d#clarudl IS effecbve agansf E max,ma later I” 1,s hfe 

Revoke 1 cycle, wb~l~m~al mtestmal lesions may be present or a ( C  I 
Feed mnt~nu~usly Nat for use I” hens produng eggs 

short ,““a after n,ec,,o” O,E,~LU,,, was shorn I” for human food. V~rg~mamycm pmvaded by OBBIW 

s,“d,es ,a wdwe les,r,” scores and ,m!,m”e 
perb,nance and he&h 0, brds challenged “4th E 
mamma. for ~ncreaded rate of weight gal” 

248 (d)(l)(l) , Poultry Revoke Chockens. gmwth promofwn and feed effwency NS 

Bmfer chwkens For the prevsnbon of cwcldtosls Feed mn,~“uous,y as sole r&on. mthdraw 4 days 

Poultry Revoke caused by Efmena tenella. E necatrix, E ace~ultna, 
c 

before slaughter, do no, feed lo layers. a”ad contact 
E brunetb. E mwati. and E maxima and for 1mprovw.3 rn,h Ski”. eyes, or ckmcg, keep WI 0, lakes, ponds, 
feed efflCle”c” or streams. 

Bmder ch,ckens. For the pmvenbo” of mccldlos,s 

265 (c)(~)(III) Poultry Revoke 
caused by E~mer~a tenella, E nsca,“r, E acewlma. Feed m”,l”“o”sly 88 sole r&on, wtkfm”, B days 
E bmnelt,. E mwd,. and E maxmm. for increased C before slaughter, do “a, feed lo layers 

Bmder chIckens’ For the prevention of cocc,d~os~s 

265 (c)(l)(w) Poultry Revoke caused by Eamena fenella. E necafnx. E awvulma, 
c 

Feed continuously as sole mbon. w,thdraw 8 days 
E brune”~, E mevat,, and E maxima. for tncreased before slaughter. da not feed to layers 
rate 01 waght gal” 

274 
I I 

M l)(l) pow 
(Ascans gall,), WC*, wrms (Helerak~ galk”*e,, and 
eap&wy rmrms (Capillana obwnata), mntml of I 7? I 

DO not feed 10 chICkens pmduc,ng eggs for human 
Amend cons”mpt~o”’ feed for 7 10 14 days: mtbdraw 3 days 

mlechous $ynwfs caused by Mycoplasma synowe I suscepbbls to chlortetracyclme 
1 Oays Ibefore slaughter. 

Chockens; control of mfestabon of large m”ndwxms 
(Ascans gal,,). cecal vmfms (H Gallmae). and capdlary 

274 (c)(l)(~) Poultry Amend 
wxms (CapdIana obqnafa,. control of chronic 7-14 Do not feed to ckkens fwoduclng eggs lo, human 

resp,ratwy dlseae (CRD) and ar sac infecbon caused 
cons”mpbon. feed for 7 to 14 days. w,Mw, 3 days 

by Mycop(asma galllseptlcum and Eschsdch!a c-3 
days before slaughter 
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1 Penlclllln procame Penlclllln 1 rglto” TnBz :““,combo 

Penicillin procaine Penicillin 100 g/ton Hygromycm Et 8.12 g/ton 

Tylos~n Macrolide 4-50 g/ton Hygromycin B 8-12 g/ton 

(Lmcom y tin ILincosam~de 12 g/ton p-113.45 4 g/to? 

Lmcomycln ILrvzosam~de 12 g/ton (Lasaload 168 g/ton 

IWrgmlamycm l.Streptogramm 120 g/ton Lasalocid 168 g/ton 

Lincomycm Lincosamide 2 g/ton Monensin 90-l 10 g/ton 

Lmcomycm Lmcosamlde 2 g/ton Monensm, 90-110. 15-45 
roxarsone g/ton 

Lincomycm Lincosamlde 2 g/ton Monensin, 90-110. 15-30 
roxarsone g/ton 

(C)(l)(l) pow 274 (C)(l)(l) pow 

A----l- 
yJ yJ (e)(i)(ii) Poultry (e)(i)(ii) Poultry 

yJ yJ (e)(l)(,ll) Poultry (e)(l)(,ll) Poultry 

311 311 (e)(l)(v) pow (e)(l)(v) pow 

325 325 (d)(l)(i) Poultry (d)(l)(i) Poultry 

325 325 (d)(l)(ii) Poultry (d)(l)(ii) Poultry 

355 355 (f)(l)(ix) Poultry (f)(l)(ix) Poultry 

355 355 (f)(l)(X) pow (f)(l)(X) pow 

355 355 (f)(l)(XI) Poultry (f)(l)(XI) Poultry 

cocc,dloals caused by E~mena fenella E “ecetnx. E 
Revoke ace~ullna. E bwnenl. E mwat~. and E maxlme, and 

for mcreased rate of v.wght gal” and ,mpm”ed feed 

Bm,ler ch,ckens For Increase I” rate of weigh, ga,n 
end ,mproved feed ethc~ency, es an ad I” the 

Revoke prevention of coccldws caused by E necatnx, E 
tanella. E acew”k”a, E b”,“e”,, E mwaf,. and E 
maxmla 

em,,er Chlcke”s For InCreaSe I” rate Of wght gal”, ar 
Revoke a” and m the prevent~o” of ccxc,dv,sIs ca”sWl by E 

necalnx. E fenella, E ecew”,ma, E br”ne”l. E m,vet~ 
and E max,ma 

sroller chickens For ,ncrease I” rate Of “mght gal”. 
improved feed efbc~ency, ~mpmved p!gmentabon, and 

Revoke as an ald m the prevention of cocaduels caused by E 
“ecat”x. E fenella. E acewul~ne. E brunettl, E m,“at 
and E maxima 

NS before slaughter 
2 Cmlbin*tlon contalnl”g “Of less Ihan 5cl% nor more 
than 75% of baatracn except that I, ccmtams not man 
than 125 g 01 pemal~n. es procame peniclllm plus zmc 
bac~traa”. withdraw 3 days before slaughter 

NS As procalns ~enlclll,” Withdrew 3 days before 
slaughter 

NS As tylosm phosphate. wthdrew 3 days befare 
slaughter 

c pro”,dsd by Nos Al&m,a and Oli526 I” Set 
510 600(c) of lh,s chapter, lkn~~myc,” pro”,ded by NO 
000009 

For bmler a”d flyer chrckens only, feed continuously 
as 5018 rahon. wthdrew 5 d before slaughter. Type C 
feed nws, be used w,th,n 4 weeks a,f me”“fa~,“re, as 
lkncomycm hydrochloride monohydrate 9 Far brm,er a* fryer chckens only. feed co”tl”“o”sly 
as sole rat!on. do no, feed 10 laying chckens, lasaloc~ 
sodturn provided by No Alpharma I” 510 600(c) of Ih,z 

NS As lkncomycln hydrochlotlde monohydrate 

NS AF lkncomycln hydmchlorlde monohydrate 

DO no, feed lo ,ay,ng ckckens, lo be fed es e sole 
raha”, I” the absence of cocc,d,os,s, the “se of 
mone”sl” “4th no withdrawal pe,,od may lb”,,, feed 
Wake resulbng I” reduced wght gain. as m~nensm 

I 
Do not feed 10 lwna chickens. feed CO~~I~UO”~~Y es 
the sole ret~o”, w;,hdraw 5 days before slaughter. as 
sole source 0, organic arse”~. as mxarsone pm”,ded 
b” No Alpha”“*. set 510 mo,c, Of IhCi chapter, as 

c io”e”s,” sod,“,,, pro”,ded by No 000986. Set 
510 600(c) o, ,h,e chapler. ee Ikncomyc,” pmvlded by 
No. 000009, Set 510 600(c) of fh,s chapter. es a 
wmbmat~on pwded by NO. 000009, SW 510 600(c) 
Of ,hlS chapter 

DO “at feed to ,ay,ng ckckens, feed canfm”o”sly as 
tha sole ratlo”. vathdraw 5 days before slaughter. as 
sole source 0, organic a~e”lc. as mxarsone pm”,ded 
by No Alpharma I” Set 5,0 600(c) of th,s chapter. as 

c mcmensl” sod,“” pro”,ded by No 000986 m Sec. 
510 SW(c) of this chapter, as lknromynn pmvldsd by 
No 000009 I” Set 510 600(c) of th,s chapter. as a 
comblnatm” ,,m”,de4 by NO 000009 I” Set 
510 600(c) of ,h,s chapler 
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Tylosin Macrotide Monensin 90-l 10 g/ton 

Virginiamycm Streptogramin 5 g/ton Monensin 90-l 10 g/ton 

Bmtler chrckens: As an ad I” the prevenbon of 
cocc,d,os,s caused by E necafnx. E  tenella, E  

00 not feed f0 faylng ChCkew, feed contln”o”sfy as 

355 (f)(l)(xlll) Poultry Revoke acerwlma, E brunetk. E  maxmm. and E mwab. for C  
sole C&O”. as “,o”e”~,n sod,““, pmvlded by No 

Increased rate Of welghf gal” al-d Improved feed 
0009s6 I” Bsc 51 II 600 Of fhls chapter: “lrgl”,amyc,” 
provided by No 066fC4 I” Sec. 510 600 of fhrs 

Mlciency chapter 

on not feed 10 lawg chrckens, &if conb”uO”sly as 

Virginiamycin Streptogramm 5-15 g/ton 
Monensm, 
roxarsone 

Bmkr chlckens: For increase an rate of wfghf gal”, as 
fh8 sole rebon. mthdraw 5 days befwe slaughter, as 
SOI8 source Of or&Jan,c arsB”lC, as mOne”sm sodium 

90-l lo,22 7 g/ton 355 (9(l)(w) Poultry Revoke 
an aid m  the prevenbon Of c~cclOw~s caused by pmvlded by NO. OOWS6 I” Sec. 510 600(c) of fhls 
Emwna “ecafnx. E  fen&,, E  acw”kna. E max,,,,a, c 
E brunefb. and E. “~“a,, 

cflapfer. as “!rg~“lamycln pmvlded by NO 066104 I” 
%2 510 600(c) Of this chapter. “,x~,so”~ pm”,ded by 
NOS 046753 and Of 1526 I” set 510 mo(c, Of,h,S 
chapter 

Virgmiamycm 

Bmler chrckenn: For mcrease I” rafe of wgh, gam as 00 not feed lo faymg chrckens, feed cont~nuousfy as 

Streptogramin 5-l 5 g/ton Monensln 90.llOg/ton 355 (9(l)(w) Poultry Revoke 
an ad I” the prevenbo” 0f ~ccldlosls caused by Sole ratlo”, as mon*nS,” Sodl”rn pfo”asd bq NO 

Elmem necatnx. E  fenella. E  acervukna. E maxrma. c OOOS86 I” set 510 600 Of ,hlS chapter; “,rg”,amycm 
E bmneft!. and E m,vaf, prwded by No 066104 I” Set 510 600 of ,h,s 

dEl$d~‘ 

Feed c~“11”uo”sfy as scale Rabin WrfhdrawS days 
before slaughter Do WI, allow turkeys. horses. or other 

Lmcomycm Lmcosamlde 2-4 g/ton 
Nicarbazin. 
narasm 

Bmller chtickens: prevenb~n of COccdiDb~s caused by 
sq”lneS access to form”latlo”s rn”fal”Ing “was,” 
lngesbon of narasm by these species has been fatal 

27-45.27-45 g/ton 6 (d) Poultry Revoke 
Emwna tenella, E  necafnx, E  acewukna, E maxima, 
E brunefb. E  “~“a,,. for mcreased rate ~‘wgh, gam C 00 not feed f0 faylng he”5 Do “of afk,“, ,abb,,s. 

hamsters, gumea p,gs horses, or ‘“ml”*“,* XCBSS lo 
and ,mpm”ed feed e”,c,ency feeds confalnlng fkncomycl” fngesbon by these 

speclss may resun I” severe gastml”k?stlnaf effects 
Narasln and “carbaztn as pmwded by 000995, 
lkncomycln by 000009. 

Lmcomycin Lincosamlde 2 g/ton Nlcarbazm 1135gIton 

Bmlfer chrckens. ak, m  prwenbng wfbreaks of sacal Feed Contm~~usly as sole r&on from tome chicks am 

3ss Cd) Poultry Revoke (Elmma tenella) and mtesknal (E aceryuf~na, E placad on lkfer unfll past the bme when crxudrpsis IS 
maxma, E necafnx. and E bnmefb) mcc,d,os,s. lo, C  cmbnanly a hazard. do no, use as a treatment for 
lnc‘eased rate of welghf gal” caccldvx~s. do not “se ,n ffushmg mashes. do r,,, feed 

fo larng hens, mfhdraw4 days before slaughter 

Feed conbnuousfy as scxfs rsflon fmm bme chrcks are 

Lmcomycln Lmcosamlde 2 g/ton 
Nicarbaztn, 
roxarsone 

113 5. 22 7 g/ton 

Emlfer chrckens. ad m  pwenbng OUtbreaks of secaf ,hxd 0” Itier ““bl part the bme “he” cocod,os,s IS 
366 Cd) Poultry Revoke (Emwna teneffa) and mtesbnaf (E acewukna, E 

maxma. E necafw and E brunefb) cocc,d,os,s: for C  ordlnanly a hazard. as scale s~“rce of orgamc arsemc, 
do not “be a frsetmenl or mcc,dm,s. do “a, use ,n 

increased rate of wgh, gam flushtng mashes. do not feed lo faymg hens, wfhdraw 
5 days before slaughter. 

Sulfanltran Sulfonamide 272 g/ton Nitromide 227 g/ton 
Not to be fed lo layq, chrckens, mthdraw 5 days 

376 ALL Poultry Revoke AS a” ad I” the prevenbo” of c~ccld~os,s caused by 
Ermena fenella. E  necafnx. and E acewulma NS before slaughter. fmm Tvpe A arfkfes c~nfafnmg mat 

“mm? than 25 percent nlfrom~de am, 30 percent 
S”f‘*“lf,*” 
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Oleandomycm Macmlide 11-2 g/ton I 

Oxytetracycllne Tetracyclme 1400 g/ton IRobenidine 130 g/ton 

IChlortetrac y cline ITetracycline 110.50 g/ton I_l/l/ne 122.7-45 4 g/ton 

/Chlortatracy clme ITetracy clme ~100-200 g/ton IRoxarsone 122.7-414 g/ton 

Chlortetracycllne Tetracyclme Roxarsone 

Chlortetracycllne Tetracyclme 500 g/ton Roxarsone 22 7-45 4 g/ton 

I f I 

Chlortetracycline Tetracyclme 500 g/ton 
Salmomycln. 
roxarsone 

40-60. 45.4 g/ton 

ALL 

ALL 

W)(ii) 

bWl)O) 

(d) 

(d) 

(d) 

(d) 

(d) 

(d)(W) 

Wl)bN 

’ ‘Z- 
--qi 
Inimp : 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

Poultry 

For tncreased rate of wghf gam and Improved feed 
e”,oency for bro,fer ch,ck*“s and growng furkeys 

For bmler and fryer chIckens AS an ald I” the 
p,event~on of cocc,d,os& cB”s*d by E m,“*b, E 

Amend brunetf~. E  IswUa. E BCBN”~~W E mauma. and E 
necatnx For control of mfecbous syno”,tts caused by 
Mycoplasma synowae s”sc*pf,ble lo chlodetracycline 

For b&e, art, fryer ch,ck*ns AS an aId I” the 
p,*v*nw,n 01 cocc,d,os,s caused by E m~vab, E 

Amend brunetb, E  fenella, E  acendina. E maxima. and E 
necatnx For c~n,ml of chronic resp,,*fory dts*aS* 
(CRD) a,,, a,, sac ~nfecbon caused by M  galbsepbc”, 
and E co,, suaceptlble lo chlort*t,acyck”* 

For b,o,f*, and fryer cfvckens As an atd I” the 
prevention 0, w,wd,ws ca”s*d by E mlvafl. E  

Amend brunefb. E  tenelI*, E  ac*~“bna, E maxima, and E 
neca,r,x As a” atd I” ths ,*d”ct,o” of mortal~fy due lo 
E co,, s”sc*pf,ble to ehfod*t,acyclm* 
For bmkr and fryer chickens AS an ald I” fh* 
prwen,,on 01 cocc,d,os,s caused by E m~“*b, E 

Revoke b,““etb. E  fenella. E  *c*~y”b”a. E. maxtma, and E 
necatnx For increase m  rate of wanghI gam and 
,mpm”ed feed *fbct*“cy 

For bra,,*, and fryer chIckens AS B” ald I” the 
p,*venf~on of cocctdmsts cB”sed by E m,“*b. E 

Amend brunstt,. E  tenella, E  ~c*~“f,na, E manma, and E 
necatr~x For cmfml of CRD and air sac mfectlon 
caused by Myc.,plasma all~sept~cum and E ~011 
suscepflble lo axyfetracycl~ne 

Revoke For mcrsased rafe of wght gam, improved feed 
e”,clency. and Improved plgmentabon 

For ,nc,eas*d rats of ‘.wghf gal”, ,mp,o”ed feed 
Amend ~“,c,ency. and ,mpm”ed p~gmentabon, control of 

mfecbous syno”I,~ caused by Mycopfasma synovlas 
suscepbbfe to chlwf*tracyclme 

For mcreared rate of wgbt gam. !mpmved feed 
e”lclency. and mlprovsd p,gme”tatIon. cnnfml Of 

Amend chrome ,*sp,,*fory dwase (CRD) and a,, sac ~nfecbr 
caused by M  galbs*pf,c”m  and Esch*,,ch,a co11 
s”sc*pfibf* to chfod*t,*cyckne. 

For mcreased rate of wghf gam. ~mpmved feed 
Ame”d eifLcle”cy. and ,mpmved p,gm*ntabo”. reducbon 0‘ 

monal~ty due to E co,, mfecbons suscepbbfe to 
chlortetracycllne 

For pre”ent,on 01 cocmd,os~s caused by E~mena 
tenefla. E  “ecatnx. E  acewuf~na. E max,ma, E 
b,“neft,, and E “,,“a,,, mcludlng some be!., sf,*m~ of 

Amend E t*neffawhW~ are more susmpflbfe lo ,oxwson* 
mmbmd with saknamycm than to saflnomycin alone. 
and a5 an a,d I” the reducbon of mortal~fy d”* to E cc 
mfecbon~ susceptible to such treatment 

before slaughter. from Type A art,cl*s co”tam,“g not 
NS more than 25 psrcent nLmm,de. 30 pr cent s”lfa”“an 

and 5 percent ,ox*Ro”*. BS so,* source 01 orgamc 
arsemc 

NS 

Feed mn,,nwus,y as sole rabon up to 14 days 00 no 
I4 days feed to chIckens prcduclng eggs for human 

mns”mpbon Wftbdraw 5 days prior lo slaughter. 

Feed ~~nt~nmwly as sole rabon up to 14 days. Do no 
14 days feed 10 chlckens pmducmg eggs for human 

consumpbon WltMmw 5 days pnorfo slaughter 

Feed ~ont,n”o”sly as sole ratron up to 5 days. Do not 
5 days feed to chckens pmduetng eggs for human 

consumpbon WdMraw 5 days pnorto slaughter 

c Feed continuously as the sol* r&on. Do not feed to 
laying hens WtiMraw 5 days before slaughter 

Feed mnt,n”~“~ly as sol* rabon up lo 14 days Do “l 
14 days fed to chlckens pmducing eggs for human 

co”s”mpbon W ”Mraw 5 days prior lo slaughter. 

mnsumpt~on, withdraw j days before slaughter. as 
NS sole source of organtc *,s*“,c. drug overdose 0, lack 

0, water may ,*S”lt I” leg wakca**, feed CO”b”“O”E 
,h,o”#o”, grovnng pnDd 

Do not feed to chickens pmductng *ggs lo, human 
7-14 cons”mpbon. wthdraw~ days before sfaughfe,. as 

days 
so,* so”,ce of o,gamc ws*n,c. drug overdose o, lack 
Of water may reE”l, I” leg weakness, feed CO”b”“O”S 
‘or 7 to 14 days 

Do not feed to chuckens pmducmg eggs for human 

7-14 consumpbon. wthdraw 5 days before slaughfsr. 85 

days 
sole source of organic ememc, dnyl overdose 0, lack 
Of water may result I” leg weaknes*. feed Contln”o”S 
for 7 10 14 days 

Do not feed lo chickens pmducmg eggs for human 
cons”mpbon: vnthdraw 5 days before slaughter. *s 

5 days sole source of orgamc mew, drug overdose o, lack 
of wafer may result I” leg wsk”*SS. feed co”1I”“0”S 
for 5 days 

Do not feed lo fayen In feeds mnta,n,ng 0 8 percent 
dlefery c.%Ic~““,. not lo be fed for more than 5 days NC 

5 days appmwd for us* wfh pellet bmders Wfhdraw 5 days 
before slaughter May be fatal 11 acc,d*nfafly fed lo 
ad”,, turkeys o, to hones 
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Lincomycm Lmcosamide Salmomycin. 
roxarsone 

40-60,45 4 g/ton 

Feed continuously es safe rahon Not approved for use 
mth pellet bmders Drug overdose or lack of water may 

Bro,lers For the preven,,on of coccld,os,s caused by result I” leg weakness Do not feed to layers DO Ix), 

Ermena tenella. E  necatnx. E  ece~~l~ne. E. maxrma, allow horses. edu” turkeys, gumea prgs. rebafs. 

giJ (d)(l)(h) Poultry Revoke E bruneL. and E m~“ah, mcludmg some held shams hamsters. or ruminants access to fhrs feed Ingestron 
of E  tenella that are more susceohble to roxxsone c by these spares may resuii rn severe gastrointestma, 
combmed wlh sa,~nomyc,n than lo sa,,nomycm alone. eflects or may be ,*,a, withdraw 5 daya be,ore 
and ‘0‘ lmpm”ed feed enlclency slaughter !~nmmycin hydrochloride monohydrate es 

provrdeo by No 000006 I” Set 610.600(c) of thrs 
chapter Roxarsone es provrded by No Alpharma ,n 
Set 510 600(c) 01 this chapter. 

Tylosm Macrohde 4-50 g/ton Salmomycm 40-60 g/ton 

Bm~len. As a” ad ,n the preventron of coccrdrosrs For bmder chrckens only Feed conhn~ously es so,e 
caused by E~menatenelfa. E  necetnx. E  acerv”lma, ratton Do rat lewd to laymg hens Not approved for 

m  (d)(l)(xxil) Poultry Revoke E nwoma. E bruneth, and E. mwah. and for c use wth pellet bmders May be fatal 11 ecodentzay fed 
,“creased rate of weylh, gal” and rmproved feed to adult turkeys or horses Sahnompln es provided by 
efficrency Alpharow. tylosm phosphate es pmvrdeo by 000666 ,n 

Set 510 600(c) of thrs chapter 

Virgmlamycin Streptogramin 5 g/ton Salinomyctn 40-60 g/ton 

Bmllers For the preventron of coccrdrosrs caused by Feed contmuc”s,y as sole ration Not approved for use 

gJ (d)(l)(x) Poultry Revoke 
Eimena tenella. E  necatrrx, E  ace~uhna. E. roexrme. wth pellet bmders Do not feed fo layers or 10 chrckens 
E brtmettr, and E. mrveh, and ‘or rncreased rate 01 

c 
0”~ 16 We& of age. May be fatal If ecc,de”ta,,y fed 

“mght gal” and lrnprc”ed feed efhclency to ad”,, turkeys or hoses Vq,,“,amycm es provrded 
by No 066104 I” Set 610 600(c) of thrs chapter 

Virgmlamycin 
Bml,ers For the pre”enho” of coccrdlosrs caused by Feed CO”~~UO”S,~ as sole ration Not approved for use 

Streptogramin 5-15 g/ton Salmomycin 40-60 g/ton 550 (d,(l,(xi, Po,,ltry Revoke Eimena,eneh E w~~,nx, E acerwha, E mexrme. wth pellet brnders Do nol feed to Ieyers or 10 ,%,&ens 
E. brunetb. and E. m,“afi. and ‘or rncreesed rate o, c Over 16 weeks of age. May be fatal 7 ewder,,ally fed 
wlght gal” to adult turkeys or horses V,rg,n,amyc,” es pm”,ded 

by No 066104 I” Set 510 600(c) of thus chapter 

Virginiamycin Streptogramin 5 g/ton 
Salmomyctn, 
mxarsone 

40-60.45.4 g/ton 

Bmllers For preventron of coccrdlosrs caused by 
Feed contmuouly es sole ration WrfMrew 5 days 
poor to slaughter “se as SOI8 EO”rce o, organ”2 

Ermena tenella. E  “ecafr~x, E  ecerv”,,~. E  r,,ax,me, a‘%?“~ Not approved br “se mth pellet bmdere Do 

m  (d)(l)(xii) Poultry Revoke E. brunenr, and E m~“eh. mchrdmg some held slrems 
of E tenella tirch ere more suscephble 10 roxersone c not feed to layers May be fatal 11 awdenfalfy fed to 

combined mth salrrmmycrn than lo salrnomycrn alone. 
adUN turkeys or horses “q,mamycrn as ,j,o”,ded by 

and for q,ro”ed teed effuency. 
No 066104 m  Sac 510 600(c) 01 thrs chapter. 
Roxarsone as pmvrded by Na Alpharma in Set 
510 600(c) of thrs chapter 

Vlrgwuamycin 

Bmrler chrckens’ For ,he preventron of coccrdrosrs 

Streptogramm 20 g/ton Semduramicm 22 7 g/ton 
caused by Emwna tenella, E  ~cBN”,,“~, E max,ma, 

555 (d)(5) Poultry Amend E brunetb. E  necalnx. and E rm”aWmrhs, and for c For bmrler chrckens only Feed conhnuoosly as sole 
~“e”hon of “e~rch~ enlentls caused by Clostndum rahon Do not feed to layrng hens 
perfnnge”s s”scepbble to “Ngl”ramycln 

Vlrgmiamycin 

Bmder chrckew For the pre”enhon of coccdrosis 

Streptogramm 5-15 g/ton Semduramicm 22 7 g/ton 555 (d)(6) Poultry Revoke caused by E,mena,enella, E  acw,“h”e. E max,me. 
E bmne,k E necelnx. and E rm”a”mrhs. and for C  For bmrler ch,ckens only Feed cor,,,nw,~~,y es sole 

ratlo” DO co, feed to ,ay,ng hens 
increased rate of wght gem 

Page 12 



c For bmller chickens only Feed c~nfmuously es sole 
,*,wn Do no, feed IO IhyIng hen* lrginlamycln 

irgfniamycm 

Feed ccmtm”~“sly as sole rsfwn thmughwf gromng 
period Withdraw 5 days before sfaughfer For bmlle, 

c 
ChlCkW”S only. DO not feed IO ,*y,ng hens use 85 so,* 
SO”‘CW Of organc *rse”,c. Poultry should have *CC*** 
to drlnklng wefe, et all flmes Drug overdose 0, lack of 
w*,*, may ‘WS”l, I” leg “makneSS 

Poultry 

Poultry 

treptogramin 
~drlngens suscepf,ble to “,rg,n,amycm:a”d 10, 
mcreassd rate af weight gam, lmpmved feed 
e”,c,ency, and ,mpm”ed p,gmen,at,on 

Bm~ler cfwkens As an a,d I” the p,evenbon a, 
cocc,d1os,s caused by all Elmena species known lo b, 
pefh~genz 10 ch,eke”s. namely. E fenella, E necsfm 

Revoke E ecewuf~na. E bnme”~. E m,“e,,. and E ,“ax,me. 
and becfenal mfecf,ons due lo H gaflmsrum (mfecbo~ 
mryra,, E mlr (cokbacrllos~s) and P multonda (foWr 
cholera, 

ulfadlmethoxlne ulfonamlde 13.5 g/ton rmetoprfm 5.1 g/ton (d)(l)(l) NS Feed as sole rsban, wthdrsw 5 days before slaughter 

Broder chlckens As en s1d m  fhe p,e”ent~~n of 
cocclduws caused by all Elmerla spscles knwn to bt 
psthogen~c to chIckens, namely E tenella. E necsfr,x 

Amend E acerv”k”a, E brune”,, E. m,“sk. and E msx,r”s, 
and bscfenaf mfecbons due lo H gafknarum (mfect,ol, 
corym). E co,,. (col,bac!llosIs), and P m ”ftoc,da (fw,, 
cholera). gmwlh ,,mmotlo” and feed effluency. 
lmpra”lng plgmenf?.tlOn 

rmetoprim, 

warsone 
13 5 g/ton B  1, 22 7 g/ton (d)(l)00 Poultry 

(d)(2) Poultry 

Poultry 

Poultry 

Poultry 

NS W,fhd,aw 5 days before slaughter: es sole source of 
organic arse”lC ulfonamide 

ulfonamlde 

ulfadlmethoxme 

ulfadlmethoxine 

Rep,acemen, ch,~:kens As an and I” the prevenkon of 
coccldlosls caused by all Elmena spwes known lo bt 
psfhogenfc 10 chIckens, namely E tenells. E necatr~ 

Amend E scel~uf~na, E brune”,, E masf,. and E mewme. 
and bectenal mfecf,ons due to H galms~“a. and 
bsctenal mfecbons due t0 H gall,na,“m  (Infecbous 
cory.?a,. E co,, (cokbac~ffos~s) and P m ”ltoc,da (fowl 
cholera) 

Chckens As an a,d I” preventmg Outbreaks of 

Revoke 
cocc,d,os,s caused by E,mer,s tenells. E “ew,t,,x. E 
acervulma. E msuma, and E b,“neU under average 
condltmns 01 exposure 

Feed as a sole ,a,,~“, do no, fee., 10 ch,ckens ~“e, 16 
NS we%ks ,112 days, of age. mthdrsw 5 days before 

sla”ghter 
13 5 g/ton 8 1 g/ton 

Feed ~~“t!n”~“sly from the f,me bwds are placed O” 
ll”er and ~~“hn”e past the age when c~ccld,os,s IS 
odlnadly a hazard It death losses exceed 0 5 percenf 
I” a Pday period. obfam a laboratory dugnow If 
coccldw,s,s 4s the cause, “se fhs s”lfsq”,noxs,,ne 
le”els ‘emmmended ‘or confml of outbreaks, re,“rnm~ 

c 
to the Orlglnal dosage schedule after the ““,b,eek has 
subs&d Losses may result from lnfwcunenf dwase 
other c~ndfko”s affecting drug mfeke. 0, vsr,snf sf,s,m 
of mccda specm which cs” contnbufe k, the 
~lr~leme of coccidlosls under flefd condfions. Do not 
treat chcckens wfh,” 10 days of slsughfs, Do no, 
medlca,e chickens p,od”c,ng eggs 10, human 
m ”s”mptwn 

(fNl)(O ulfonamlde 015% 

Feea confm”o”sly from the bme birds we placed on 
ktfer and c~“tl”“e pas, the age when cOcc,dms,s 15 
ordlnanly a hazard II death losses exceed 0 5 percen, 
I” a Zday pened, Db,a,n a fab~rsfo~ d,egnos,s I, 
cmmdms,s IS the cause. use the s”lfsq”,m,xakne 
levels remmmendeo lo, c~nfml of outbreaks. ,et”mq 

c 
to the ongmsl dosage schedule affer the wfbwsk has 
subsided Losses may result fmm 6nterc”rrenf disease 
ofher ~.,rx,ll,~ns a,,ecf,ng dryl mfske, or vane”, strem! 
Of cocudle spcles w+“ch can cenfnbuts 10 the 
“~rufewx of mmdfosis under 8efd cond,bons DO not 
treat ehckens wfhm 10 days ,,f slaughter Do no, 
medlcate chickens producing eggs for human 
CO”S”‘llptlO” 

Chickens As sn a,d I” prevenfmg outbreaks of 
mcc,d,os,s caused by E,me,,e tenells. E necafnx. E 

Revoke aceryul~na. E mewns. and E bruneff where 
excess,“e exposure lo cOcc,d,a $5 ~“creased due ,O 
o”ercmwdlng 0, Other ma”agement ‘**OR 

ulfaquinoxoline ulfonamlde (f)(l)(ll) 

(OWO 

I 
Revoke Chlckens For 1nctesss.3 rate of weqhf gal” and 

lmpmved feed eff~ency ylosm lacmlide -50 g/ton NS IAs tVlos,n phosphate 
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IVlrginiamycm ]Straptogramin 15 g/ton ( 

Elythromycin Macmlide 4.6-16.5 g/ton Zoalene, arsamllc 36 3-113 5,90 
acid g/ton m 

I I I I I I 

(Erythromycin /Aacrokda 192.5 g/ton Iacid lgllton 1 680 Zoalene, arsamllc 36.3-l 13 5, 90 

I I I I I 
Erythromycm Zoalene, arsanillc 36 3-113 5.90 llacrokde 192.5 g/ton /acid lg,ton 1 @sJ 

I I I I I 

Erythromycm Macmlide 165 g/ton Zoalene, arsanllic 36 3-l 13.5, 90 
acid g/ton @ Q  

Erythromycin Macmllde 4.6-16 5 g/ton Zoalene 36 3-113.5 g/ton g&l 

rmycin racrolide r.5 g/ton rene ~.3-113 5g/ton ) @%J 

Erythromycin 

I 

Macrollde 

I 

165 g/ton Zoalene 
I 
36 3-113 5 g/ton 64 

Erythmmycin Macrolide 4 6-16 5 g/ton Zoalene. arsamllc 36.3-l 13 5, 90 
acid g/ton g@ 

(d)(2)(h) Poultry 

(d)(2)(w) Poultry 

-- 

W(l)(O 

(d)(l)(i) Poultty 

(d)(l)(“) Poultry 

(d)(l)@) Poultry 

I 

W)(i) Poultry 

(d)(l)(l)(l) Poultry 

(d)(l)(W) Poultry 
-I- 

kW)(O Poultry 

WU)(O  Poultry 
1 

For pm”ent,on 01 necrotic entent~s caused by 
Amend Cfostrldnum pednngens suscepbMe to “~rgwamyc~n I” 

bmmller chickens, not IO, us* m layers 

Replacement chckms. developmen, o‘ act,“e 
Amend mlrn”“lty to wcCdlo*I*, CO”tml Of l”l*ctlo”s syno”lhs 

caused by Mymp4asma syno”lai3 *“*ceptlble to 
chlodet,ac”chne 

00 not feed to chlckens pmducmg eggs for human 
co”smptw”, grwmr r&W” not to be fed to blldS D”W 
14 “de&S Of age. feed as 1” aubtabte m ,tem ,I) 

Replacemsnt chickens. development O, actl”~ 
mmunrty to cocadtosts. contml 01 chmnlc respwdory 

Amend dtsease (CRO) and arsac ~nfecton caused by M 
gafksepbcum and Eschenchm MI, suscepkbfe to 

I I 

00 no, teed to ch,ckens producing eggs for human 
NS cnnsumptlon. grower ration not to be fed to brds o”er 

14 woks of age, feed as m subtable m stem (i). 

Bm~ler chtckens. pre”ent~on and contml of cocmdmsts, 
Amend control of anfecbous synov~t~s caused by M synovne 7-14 

susceptlbfe to chlort*tracyckne I I 

DO not I& to chIckens pmducmg eggs for human 
days consumption, feed cont~nuousfy for 7 to 14 d 

t I I 

Bm~ler chIckens. ~re”e”t,on and control of cocc,d,os,s. 
Amend mntml 01 chmn,c’resp~ratory dwease (030) and a” 7-14 

I I 

Do not feed to chIckens ,,mdwng eggs for human 
sac ~nlectwn caused by M gaffwqtwn and E co,, days mns”mptlo”, teed co”t,““o”sly for 7 to 14 d 
suscepkbfe to chfortetracycfw 

Replacement chrkens, gmwlh promot,on and feed 
Revoke ell~c~ency, development of active mmwmty coccldws. 

lmpro”mg plgmsntatlon 
t 

Replacement ch,cke”s, as an ad I” the preventon of 
Feed lo, 2 d before stress and 3 to B d a”er st,ess. as 

Amend chmmc respwatov dtsease dung pen& of stress. 
erythromycl” thlocyanate. gmWr ratlo” not to be fed to 

development of act,“e lmmumty to coccldIos,s. growth 
5-8 days bmis over 14 weeks of age, mtMraw 5 d before 

promobon and feed efhc~ency. ,mpro”mg p,gmentat,on 
s,a”glltsr. an sole source 0, olgamc wsB”lC anenc. 
feed as ,n subtaMs ,n ,tem (I, 

Replacement chnckenn, as an aId I” the preventjon of 

I I 

Feed for 7 to 14 d, as erylhmmycm thmcyanate. grower 
Amend mlecbous coryra, development of acb”e mmwmty to 7-14 ratlo” not to be fed to b,as 0”~ 14 WBeks of age. 

coccodlosts, growth ,,romobon and feed effuency, days HntMmw 5 d before slaughter. as sole source of 
,mpro”mg plgmentatlo” orgamc arjemc. feed as I” subtable I” ,tem (I) 

Replacement chlcke”s. as an ald I” the preventlo” and 
,Rd”ctlo” o,le*lOnS and I” lowering seventy Of chmnlc Feed lo, 5 to 8 d, do not “se I” bvds pcduong eggs 

Amend respwatorydwase, gmwlh pmmotmn and feed 5-6 days for fmd purposes, wtMraw 5 d before s,a”gh,er. as 

eftuency, ompm”,ng plgmentat,on and development of etythromycm thvxyanate, as sole source of orgamc 

achve lmm”nlty to coccdlosls arsenic. feed as I” subtable +” ttem (I). 

I I I 

As erythmmym thwoyanate, grower r&on not to be Revoke Replacement cfnckena: growth pmmot,on and feed 
efflcsncy: da”*opment Of ac,!“B lmmunlty caccKJ\os~s NS fed to brds o”er 14 ‘waks of age: feed as I” s”btab,e 

I” ,+nm “I 

I I 1 Feed for 2 d befote stress and 3 to 6 a”er stress: 

1 Repiamment chickens, as a” ad I” the preventlo” 
mlbdraw 24 hours (h) before slaughter, as 

of chronk nsprmtorydlseare during periods of stress. 
erythromynn thmyanate, grow, ratlo” not lo be fed to 

Amend development of a&e immunity to wcadiosIs brrds o”er 14wettks of age. feed as I” subtable I” ,tem 

2 Replacement chxkens. as an and m the preventon 
5-14 (I, 

of mfect~ow coryza. devslopment of active mm”n,ty ,o 
days 2 kd for 7 to 14 d, rmhdrm z4 h be,ore staughter. 

cocc~dmsw as elythmmycm thwcyanate: g-r ratlo” not to be 
fed to brds o”er 14 weeks of we. feed as on subtable 

Replacement chickens. as an aad m the preventon and 
reductlo” 0, tesms and I” lownng swenr, of chmnlc 

Feed ,or 5 to 8 d, do no, “se I” buds prcducmg eggs 
for ,wd purposes, mtMraw48 h befom slaughter. 
grwmr ratmn not to be ted to b4dS D”B, 14 wsks a, 
age. feed as I” s&table ,n ,tem (I, 

Bmlle, ckckens. gmwlh p,e”e”t,on and cantro, of 
wmdmrs. m,pm”mg pgmentabon 

As e~mmyc~” thmcyanate: mtbdrw 5 d before 
slaughter: as sole source of orgamc wsamc 
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:4(l)(“) 

1 amlIe chlckenn, as an ald I” the pre”e”tl0” Of 
ehronlc lesplratory disease d”““g stress. growth 
pmmObcn an* feed e”lc,ency; lmpro”l”g plgmentatlor 

4mend 1;;;;;;;’ 2 am,lerchlckens, pre”entlo” and Control Of 
coccldlosls, glcwrh pmmobo” and bed efllclency, 
,mprcw,ng plgmentabon. as an ald I” the pre”e”bo” Of 

AS erythmmycl” thKcya”afe: mthdraw 5 d before 

> 

s,augtlter: as 501e SO”lce Cl olganlc arSe”~c 

em,,*, chlckene.: as a” aId I” the pre”entlO” and 
red”ctlon 0,,&,0”S and I” lowe”ng Se”e”ty Of ChlC”lC Feed for 5 to 6 d. do not use I” blldS prcduclng eggs 

r\mend respmtcry dsease, prevenbon and ccntml cl 5-6 days IO, food purposes, as erythmmycl” thlccya”ate. 

coccldlosls. growth pro”cbon and feed efflclency. mud,aw 5 d be,ole sla”gh,er, as *o,e SO”lce Of 

““pm”l”g plgme”tatlo” olganlc alsenlc 

~e”oke amlIe, chickens; gmwlh prOmObO” B”d feed elflcle”cY. 
pre”e”tlo” and CO”trcl ofccccKflosls NS AS erythmmymn thmya”ate 

(Erithrom yrin /Macrollde (92 5 g/ton 
Zoalene, arsan~hc 

lacld 
36 3-l 13 5. 90 

/glen 

I I I I 

Erythromycm 
Zoalene. arsamhc 36.3-l 13.5. 90 

(Macrohde (165 g/ton lacld )gnon ‘oultry 

‘oultry 

‘OUIQ 

Erythromycin Macrohde 46.165glton Zoalene 1135gnon 

1 Brmler ckckens. as an aid I” the p,wenbo” cl 
ChlO”,C lesplratoty disease during periods Of 5tre*s. 1 Feed for 2 d before stress and 3 to 6 after rtres*, 

mthdraw 2.4 h before slaughter, as erythmmycl” Amend prevention and ~cnfrcl o‘cocad,osls 5.14 
2 Bm~ler chickens. as an ald I” the preve”b0” of days 

thlCCya”Flt* 

,n,echcu~ coryza. prevenbon and control of 
2 heed IO, 7 to 14 d. wt~raw 24 h before s~augbte,. 

,.“***.+“..r as elythmmyc,” fh,ocya”ate 

Erythromycin Macrolide 92.5 g/ton Zoalene 1135g/ton 

Erythromycm Macrolide 165 g/ton Zoalene 1135gAon =0&y 

‘oultry 

Bmler chcke”~, as a” a,d I” the preventlo” and 
Amend led”cb0” Of lerlon* and I” lo”m ”“g se”erlty Of chronic 

I I 

Feed for 5 to 8 d. do not use I” buds prcduc~ng eggs 

msp,,ato,y dwase, pmvsnbon and control of 
5.6 days for food purposes, vntM,aw 4s h before slaughter. as 

aNthr”m ”cln thlcc”a”ate 

B,c,ler ch,ckens. ,“c,ease I” rate of wrghl gal”. 
Revoke ,mpmved feed eff,cmncy. as a” a,d I” the p,e”e”t,o” 

and confml of cocc,dlosls. 

Rep,aceme”, chnkens. growth pmmot~o” and feed 
Revoke eLaency. development of active ,mmu”~ty to 

cocc,d,os,s, ,mpm”,“g plgmentatlo” 

Replacement ch,cke”s, growth promobon and leed 
Revoke ek,e”cy. development 01 acbve ,mmu”,ty to 

cocc,d,os,s 

Replacement ch,ckens. gmwth p,omot,on and feed 
Revoke e~mency, development of xbve ,mmu”lty lo 

cocc,d,os,s. lmprovlng pw”e”letlo” 

NS 
Do not feed lo laying chickens. lo be fed a5 the sole 
,a,,~“: as l,“comycl” hydmchlonde monohydrate 

As p,oca,“e pe”,c,llm, grower ,a,,,,” not to be fed to 

NS 
birds over 14 weeks 01 age, mthdraw 5 d before 
s,a”ghter: as so,* SO”lce Of olganlc alse”lc, feed a* 11 
subtable 1” It*‘” (I) 

As p,oca,“e pe”~c,llm. gmwe, ,a,,~” not to be fed to 
NS b,rdS O”e, 14weeks 0, age. feed as I” subtable I” lee” 

0) 
AS p,oca,ne penwu,n. gmvm, ratlo” not to be fed to 

NS 
bwds c”e, 14 weeks 01 age, mthdraw 5 d before 
slaughter. as sole source of organ,0 arse”~c. feed es II 
+Ilh,ahlP 1” ,tsm 111 

Lmcomyctn Lincosamide 2 g/ton Zoalene 1135gnon 

WNl)(il ?OLIkry 

Poultry 

Poultry 

Penicil lm procaine Penullin 2 4-50 g/ton 
Zoalene. arsamhc 36.3-l 13.5. 90 
acid g/ton 

Penlcil lm procalne Penicll lm 2 4-50 g/ton Zoalene 36.3-l 13 5 g/ton 

36 3-l 13.5, 22.7. 
PerwAlk 

Zoalene, 
procame Penlcll lm 2 4-50 g/ton roxar6one 45.4 g/ton 

36 3-l 13 5,90 
Penicillin 

Zoalene. arsanlhc 
procaine Penicillin 2.4-50 g/ton acid g/ton 

Bmle, ch,ckens. growth promotlo” and feed e‘flcle”~,‘. 
Revoke p,even,,on and control of cocc,d,osis, lmp,o”l”g NS 

AS procame pe”,c,ll,“. v&draw 5 d before slaughter, 

ptgme”tabo” 
as so,* so”rce Of organic arSe”lC W(lNi Poultry 

Poultry 
Revoke Bm~ler chckens. grcwlh p,omobo” and feed efflc!e”CY. 

prevemon and control of cocc~dlosis 
NS An procane pen~crlh” 

Bmle, ch,ckens. p,e”e”tlon and contml of coccKI~osls, 
Revoke growth pmmotlo” and feed eflc~eixy. lmprowng NS W,thd,e.w 5 d before sleughte,, as sole so”,ce of 

p,gmentat,on 
organic wse”lc, as p,oca,ne penlclllln 

Fed lo, not more than 14 days to pmvlde 10 
Smne, for mcreasec rate of wght gal” and lmpmved rrvlhgrams of ehlcrtet,acychne per pound of body 
feed efLcle”cy. to, treabne”f Of bacterial *“te”flS werght per day. as chlodet,acycl,“e pmvlded by No 

Amend caused by Eschench~a COBI and Salmonella 14 days Afpharma I” SW 510.600(c) of th,s chapter Type C 
chde,aes”,s and bacterial p”e”mo”,a caused by feed may be prepared from Type Steed conta~nlng 1 
Pas,eu,ella m”ltoc,da susceptible to chlortetracycllne fo 3 grams per pound SMD wth 400 grams per pound 

CTC, to Alpharma I” Sec. 510 600(c) 

smne. for CO”tl0 0, porcl”e prollfelah”* *“teropathles Feed for not more than 14 days. chlortetracycl~ne and 
Amend (~led,s) cawed by Lawsow. ~“f,acellula,~s susceptible 14 days BMD[regl as pmwded by W6573 I” Set 510 6OOkl Of 

to chlortetracycl!“e th,s chapter 

For treatment of bacterial e”le”hs caused by 
Esche,,ch,a co,, and S choleraesuis susceptible to Feed conf~“uo”sly for 7 to 14 days Not for “se I” 

Amend oxy,e,racych”e, for freatment of bacterIaI p”e”mo”,a 7-14 pregnant smne o, smne Intended lo, breeding 
caused by Pasteurella m ”ltoc,da suscepbble to days  purposes Do not feed to wane wth,” 42 days of 
oxyietracycll”e. a”0 lo‘ 1nc,*ased rate Of wght gal” slaughter 
and lmpro”ed feed efflCle”Cy 

(d)(l)0 Penicillin procaine Penicillin 

Penullm procaine Penlcll lm 

2.4-50 g/ton 

2 4-50 g/ton 

Zoalene 

Zoalene. 
roxarsone 

1135gnon 

113 5,22 7-45 4 
g/ton 

Poultry 

Swine 

Swine 

Swine 

IChlortetrac y clme (Tetrac y c.lme 1400 g/ton (1030 g/ton (d)(lN” 

Chlorletracycline Tetracycline 400 g/ton 
Bacltracln 
methylene 
dlsallcylate 

10-30 g/ton 

Oxytetracyclme Tetracycline 10 mgllb bw Carbadox lo-25 g/ton 

:d)(l)(iv 

None”’ 

Revoke Growng swine For tnc‘eased rate of welghl gal” and 
mlp,o”ed feed e”lcle”cy 

NS 

Smne For led”Cllq the lncldence Of CewlCal 
Revoke lymphade”lt,s 00’4 abscesses) caused by Group E NS 

S,,eptococc, suscepbble to chlodetracycl~ne 

(W)(1) Chlortetracyclme Tetracyclme 10.50 g/ton 

Swme Chlorletracycline Tetracycline 150.100g/ton ( ( 

I I I I I 
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7-14 
days 

Feed cont~nwusly for no more ,“a” 14 d Chlorletracychne Tetracyclme Chlorletracychne Tetracyclme 400 g/ton 400 g/ton 

Chlortetracyclme Tetracycline Chlortetracychne Tetracycline 100 g/ton 100 g/ton Procame penlclllin. Procame penlclllin. sulfamethazine sulfamethazine 50. 1 DO g/ton 50. 1 DO g/ton 145 145 

Chlortetracyclme Tetracyckne Chlortetracyclme Tetracyckne 100 g/ton 100 g/ton Sulfathiazole, Sulfathiazole, peniclllm peniclllm 100,50 gnon 100,50 gnon 155 155 

t 1  

Erythromycm Erythromycm Macrokde Macrokde 9 25-64 75 g/to” 9 25-64 75 g/to” 248 248 

Chlortetracyclme Chlortetracyclme Tetracycline Tetracycline 400 g/ton 400 g/ton Hygromycln Hygromycln 6 6 12 12 g/ton g/ton 74 74 

Tylosm Tylosm Macrokde Macrokde 10-100 g/ton 10-100 g/ton Hygromycm Hygromycm B B 12 12 g/ton g/ton 274 274 

Llncomycin Llncomycin Lmcosamlde Lmcosamlde 20 20 g/ton g/ton lvermectln lvermectln 2 2 72 g/to” 72 g/to” 300 300 

Lincomycin Lincomycin Lincosamlde Lincosamlde 20 20 g/ton g/ton 325 325 

Lincomycin Lincosamide 40 g/ton a rncomycin ride rgilto” 1 / / 325 

Wdhdraw 15 day* prior fo slaughter 

0 18 adm~nsbrti lo wane in a Type C  feed for 
reduction of Ihe ,“cld*nce of c*w,ca, abscesses. 
,re**men, Of banenal swne *“,*“,I8 (salmonenosls or 
necrotic enferidr caused by Salmonella chderawsu~s 

Amend and wbnon~c dysentery). prwent~on 01 these dwas*s 
dunog umes of &REP, ma,“tenance of wgh, gams m 
the presence of atrophic rhmd~ growth promotlo” ant 
,“creased feed *ff,c,eney I” smne wghmg “p lo 75 
pO”“dS 

ALL Swine 

I I 

I I For reduc,,o” of ,“c,de”c* of cmv,~al abscesses 
Tre*tme”f Of bactmal ententls (salmo”ello.5E or I I I 

Swme Amend and wbnon,c dysentery) Ma,“tenancs of wagh, gains 
I” the presence of a,mph,c rhtndls Smne 1 D  pounds of I I 

For se”“* rewed I” conf,“em*“, (d,y-lo,) or on hmded 
NS pasture Feed es sole ,a,,~“. Withdraw 7 days prior lo 

d.ll”*+^, 
ALL 

body wylh, 10 8 weeks pos,-wea”,ng Increased rate 
of wlgh, gal” and improved feed efflclency Swne 6 to 
IS wesks post-wanmg increased ,a,* of wmgh, gal” 

Smna, control of i”f*s,a,~o” of ,a* roundwom\s 
(Ascads ?a~), nodular vmmw (Oesopftagatomum 

Swme Amend denta,“m) and ti~pvorms (5nchuns PUIS): ,rea,m*“, of 
bacfenal entenhs caused by E co11 and Salmonella 

NS Wdhdraw 15 d before slaughter 

choleraes”,r and bacterial pn*“mo”la caused by P 
m”ktclda s”*ceptlble to ohlortetracycll”e 

Sane Control of ~“f*s,a,~o”s of large mundworms 

Ame”d 

(Ascans *UIE), mdufar wxms (C-asophagostomum 

1 pmllo” and feed *ff,c,*“cy 
dentat”m,, and whlpw~rms (Tnchuns s”,s). growlh 

As fylos,” phosphate. wlthdmw 15 days prior lo 

C slaylhfer. teed con,m”ousty as follow Anmal 
wt (IbS ) up 10 40 zo,o loo\,\ 41 lo 100 20 to 
ml\ 101 to msrxs, wf to to eo\,\ 

Swine 

I I For ,r**,m*“, and co”,m, of gas,,om,*s,,“al 

I I 

For waned grow”+f,“,shmg smne Fsed as only 
rcwdwrrn~ (Ascads suum. adults arm foudh-slag* feed for 7 co”secti~“* days Wd+.+aw 5 dsys before 
larva*: Ascamps stmngylina. adults, Hyostrongylus slaughter A separate feed mntaanmg 20 grams per ,a” 
“bdus, adults and ‘oudhatage I*w**. l lnccmycl” may be cml”“ed NO, 10 be fed 10 smne 

Swme Amend 7 Oesophagostomum spp adults and foudf-stage 
,ar”ae). kldne,wc,ms (S,epha”“nrs d*“fa,“s, adults 
and fourth-sfage I*,“**). l”“gworms (Me,as,m”gyl”s 
spp aduns,. flea ,Haem*,opl”w 6”IS). and mange 
mdes (&copies scabl*i var sus) For ~“creased rate 
Of walgh, gal” 

days that wgh more than 2.50 pounds Do no, allow mbbdt 
hemsten. guinea pigs. horses, or run~“*“,s access ,L 
feeds co”,aml”g fh”comycm Ingestlo” by ,he** 
spews may resun I” s*vem gastmmt*stmEd *ff*c,s. 
Cons”0 your ve,ennanan lo, ass,s,mca I” ,h* 
dmgnosls. trea,,“e”t. and con,ml of paras,,,sm 

bNW) Swme Revoke Gmvnng-fmshing wne For ~mreased rate of ‘mghf NS Feed as sole ,a,lc” Not to be fed lo *“a”+ ,h*, wlgh 
gal” more than 250 pounds (Ib) 

1 Feed as sole ratlo”. for us* I” swne on prem,s*s 
mlh a hetory of w”“* dys*“,*y but where symptoms 

1 For con,ml of sw”e d,‘se”,w have no, vet occurred. or folfomng “** 01 l,“mmyc,n a, 
Swine Amend 2 For control of porcine pmkferafwe *“,*mpa,h~*s NS 100 grams @ “to” for ,re*,m*“, of *“a”* dys*n,*ry No, 

(Ilelt+s) caused by Lawsonla I”,r*ceII”l*“E fo be fed ,o sw”* tha, wag,, more fha” ,250 Ib 
2 Feed as sol* r*,~on. or follwnng us* of l~ncomyc~” a, 
100 !gnon for mntm, of ponme prollf*ra,i”* 
*“,*mpa,h,*s (,,*d,s) No, to be fed to *mne ,h*, w,gh 
more than 250 lb 

Swine Revoke For tncreased rate of vaylh, gal” and lmpmved feed 
e”m”cy I” gmmng-fl”,sh,“g smoe NS 

Sw,ne Revoke Smne, ,“crsased rate of wgh, and lmpmved feed 
dflfk3nCy NS 

Swme Revoke ~~“~ ‘““““eased rate of weigh, gab” and ~mpmwo 
* ., .‘ 

NS 

Oleandomycm Macmlide 5-1 I 25 g/ton 435 ALL 

Oxyietracycline Tetracycline 

Penlclllm orocame Pentclllm 

1 O-50 g/ton 450 

10-50 onon 460 
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Lmcomycin Lmcosamlde Pyrantel tat-hate 96 g/ton 

Lwomycin Llncosamlde 100, 40 g/ton Pyrantei tartrate 96 g/ton 

Llncomycln L Lincosamlde 100 g/ton Pyrantel tartrate 96 g/ton 

Lmcomycm Lmcosambde 100 or 40 g/ton Pyrantel tartrate 600 g/ton 

Lmcomycm Lmcosamlde 200 g/ton Pyrantel tartrate 96 g/ton 

(e)(l)(viil: 

Swme 

Swine L 

Form”,,ol Of Swl”B dysentery. a,* I” the pre”e”twn c 
migratmn and establishment o, large mundwrm 

Amend (Ascan~ suum) mfections: ad in the prsvenhon of 
estabkhmen, of “od”larworm (Oesophagostomum 
spp, lnfectlcms 

For *he reduction an severtty of smne mycoplasma 

Swine I I Feed as sole ratlo” for 21 days. not to be fed to S W ”* 
pneumonm caused by Mymplasma hyopneumontae. that wagh more fha” 250 pounds; Hnthdraw 6 days 

Amend a,d ,n the prevsnt,on O‘ m,gra,wn and estabhshment of 

I I 
21 days 

before slaughler. COnSUIt  your “eterlnana” before 
large roundworms (Ascans suum, Infecflo”s. at* I” Ihe feedmg to ~e”ere,y debtMated ammals and for 
prevenhon of estabhshmenl of nodular worm a~s,stance ,n the dwmos~s. treatment. and control 01 
(Oesophagostomum spp ) mfechons paraSlh%ll - 

I I r For prsvent,on of swne dysentely (“,bnontc), ald I” the Use 100 grams lykwn per ton for at least 3 weeks 

pre”e”t,on 01 m~grabon and establlshme”! of large fol!ov& by 40 grams tylos,” per ton ““tll market 
21+ 

Tylosm Macrolide 40-l 00 g/ton Pyrantel tartrate 96 g/ton 485 (e)(l)(v) Swme A,,,end mundwoms (Ascans sum) ~nfechons, ad I” the wghf, mlhdraw 24 hours before slaughter Consult 

preventwn of estabbshmenl of nodular rmrm days your “etennanan before feedmg lo severely debllltsted 

(Oesophagostomum spp , mfecbons anmal~ and for awstance in the dmgnosls, treatment, 
an* cOntrOl0, paraslbsm 

I I I I I I I I I I 
A*m,n,s,er,y,osln I” feed as tyhxm phosphats aner 

Tylosm Macrohde 40.100 g/ton Pyrantel tartrate 96 g/ton 

Tylosm Macrolide 40 g/ton Ractopamlne 4 5 g/ton 

Swme 

SWl”t? 

Tmatment and cmtml of smne dysentery (“~bnomc), 
a,d I” fhe prevenbon of m,gra,,on and ss,abl,shment of 

Amend large roundworm (ASCBIIS sum) mfechons: ad tn the 
prevenbo” of esfabkhmsnt of nodular worm 
(0esophagostom”m  spp , Intecfwns. 
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Macmllde 00 g/ton ‘Ractopamlne Sv.we 

Swine 

1 

48 

11 

41 

11 

II 

11 

4t 

II 

2 Fm,sh,ng wane For maeased rate of wgh, ga,“. 
lrnr#,O”ed feed e”,c,e”c”. and ,nc,*ssed CWCasE 
I.ii”neSS I” flnlshlng s&m fed a comprete raw” 
contamng at least 16 percent crude protein from f 50 
lb (SS kg) to 240 lb ,109 kg) body WE.,Qhl: and or 
pre”e”,,o” of smne dysentq (vlbrnxc) 

Feed mnbnwusly a6 sole raton until madxetwaigh, 
f0ff0vmQ the use Of ty,OSl” a, 1 go grams per ton ,g!l) Revoke leanness m fwushq swine fed a complete ,a,,~” 

mn,alnl”g at least 16 percent crude pmte,n from 150 
fb (68 kg) to 240 fb (KS kg) body LWlQh,. and for 
prevention of smne dysentety (wbnow) 

‘ylosin Macmlide 0 g/ton Ractopamine 5-16 g/ton 

‘ylosin Macrolide 5-16 g/ton Swne DO g/ion Ractopamme 

I4 days W,,hdraw 5 days before s,a”Qhtsr. BF sole so”rce of 
orgmc arsemc. feed for no, more than 14 days Swine :hlortetracyclme Tetracycline 

:hloltetracycllne Tetracycline 61.5 g/ton Swme 

Feed m”tln~usly as the sole ‘at“,” for 2, day period 
beglnnm~ approx,ma,ely 7 days befcre an expected 
dnease outbreak Feed contalmng bfm~~sm shall no, 
be fed to pus for more than 21 days durw, each 
phase of pmduckon mthou, ceaang admm~stration for 

!l days ree”*l”*,,On Of an,m,cmbleJ use by * ,,censed 
“etennanan before rem~ba,,~ a fullhe, cowse of 
therapy Wh an appropriate a&wob,al The safety o 
tll”k06,” has no, bee” estabkshed 4” p,eQM”, swme 

31-363 g/ton 
For the contml of smne respwatoly disease assoc~atec 

Amend wth Acbnobac~llus pfeumpneumon~ae and Pasteurella 
muttoada 

‘Ilmicosm ALL Swne 

I-100 g/ton =I= l-l 00 g/ton 

IO g/ton 

Swne Revoke Fat increased rate 0‘ “.w,h, Qal” and ,mpm”sd feed 7 Revoke Pwenbon of sane dysentery (wbnonlc) 

Revoke Mmtamng wgh, gams and teed e”,c,ency I” 

‘ylosln Swme 

Swme 

dacrolide 

‘ylosln NS IAS tyfosm phosphate 
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!1 days As tylos~” plvxphate. adm,“~ster for 21 days 

Sulfamethazme 
Amend ;wlne pneumon,as caused b; batter,?. pathogens (P 

“WnoClda ancuor c pyogenes,. for reducing the 
tnc~dence 01 cewical lymphademtls ~JW+ abscesses) 
caused by Group E Streptococci. Only the 
sulfamethanne pod,o” of th,s comb,“at,o” IS actwe I” 

(WI(i) NS As lylosm phosphate. wthdraw 15 days before 
slaughter I00 g/ton rytosin Macrollde 

Ma~ntalnlng weight gains and feed e”lcle”cy I” the 
presence 0, alrophlc rhinltts. lowering the lncldence 
and severity of Bordetella bmnchlsepbca rhmbs, 

Amend preventlo” of swns dysentery (YI~WJ”IC). control of 
swine pne”mo”,as caused by bacterial pathogens 
(Pasfe”rella munoclda a”d,or Corynebacte”“m 
PYoge”es) 

NS As tylos~” phosphate. wthdraw 15 days before 
slaughter 100 g/ton Sulfamethazme 

25 g/ton 

5. 10 g/ton 

10,5-log/ton 

I00 g/ton rylosm Macrollde 

Jlrgmlamycm Streptogramm =l= Virgmiamycin Streptogramin 

NS Revoke 
pounds Fo, use I” a”,mals 0, on premwas with a 
history of swne dysentev but where symptoms have 
not yet occurred 

10 grams per ton from wwanlng up to 120 pow& for 
mueased rate of wghl gal” and ,mp‘o”ed feed 

feed efflclency 
” ” 

10 grams per ton from wean,ng up to 120 PO”“dS 101 
Revoke ,“creased rate of w,ght gam and ,mproved feed 

e”me”cy. ,dlmwed by 5 to 10 grams per ton to markel 
wlght lor ~ncrsased rate of weight gal” 

Virgmiamycin Streptogramin 

Non-therapeutic antimicrobial use in livestock drinking water (21 CFR 520) 

Sulfamethazlne 

ISpectinom y 0’ 1 Ammog I y cordi 12 g/gallon 

Spectmomycln IAmlnoglycoslde 10 5 g/gallon 1 1 

l 

.f 
. . . 

“Amend” means (i) revoking use for weight gain, feed efficiency, or growth promotion, and (ii) restricting use for disease control or prevention to 
situations where there has bean a dlagnosed outbreak of bacterial disease in the building, house or feedlot, for a period not to exceed 14 days. 
C=fed continuously, NS=not specified 
Indications added since the latest Green Book update (April 2004) 
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